
THE UNIVERSITY OF SOUTH DAKOTA -- INSTITUTIONAL REVIEW BOARD -- STANDARD OPERATING PROCEDURES 

Last revised 
February 2023 

 

1 of 185  

INDEX of Standard Operating Procedures (SOP) 

100- SOP AUTHORITY AND PURPOSE 

101- SOP ACTIVITIES REQUIRING IRB REVIEW 

102- SOP POLICY AND PROCEDURE MAINTENANCE 

103- SOP TRAINING AND EDUCATION 

104- SOP MANAGEMENT OF IRB PERSONNEL 

105- SOP CONFLICT OF INTEREST (IRB, Consultants, Staff) 

106- SOP SIGNATORY / DESIGNEE AUTHORITY 

200- SOP COMPOSITION OF THE BOARD 

201- SOP MANAGEMENT OF THE BOARD 

202- SOP DUTIES OF IRB MEMBERS 

300- SOP SUBMISSION REQUIREMENTS FOR IRB REVIEW 

301- SOP IRB MEETING ADMINISTRATION 

302- SOP ADMINISTRATIVE REVIEW AND DISTRIBUTION OF IRB MATERIALS 

303- SOP DOCUMENTATION AND DOCUMENT MANAGEMENT 

400- SOP EXEMPT REVIEW 

401- SOP EXPEDITED REVIEW 

402- SOP INITIAL REVIEW – CRITERIA FOR IRB APPROVAL 

403- SOP AMENDMENTS /STUDY UPDATES 

404- SOP CONTINUING REVIEW – CRITERIA FOR RENEWAL 

405- SOP STUDY COMPLETION 

406- SOP IRB MEETING DETERMINIATIONS 

407- SOP NON-COMPLIANCE WITH IRB POLICIES AND PROCEDURES 

408- SOP REPORTING REQUIREMENT 

409- SOP SUSPENSION AND TERMINATION 

410- SOP ADVERSE EVENT & UNANTICIPATED PROBLEMS 

411- SOP INVESTIGATIONAL DRUG OR DEVICE 

412- SOP REVIEW OF NON-REPORTABLE EVENTS 

413- SOP EMERGENCY USE OF A TEST ARTICLE 

414- SOP INTERNATIONAL RESEARCH 

415 SOP CLINICAL TRIALS 

500- SOP PREGNANT WOMEN, FETUSES AND NEONATES 



THE UNIVERSITY OF SOUTH DAKOTA -- INSTITUTIONAL REVIEW BOARD -- STANDARD OPERATING PROCEDURES 

Last revised 
February 2023 

 

2 of 185  

501- SOP CATEGORIES OF RESEARCH 

502- SOP RESEARCH INVOLVING HUMAN PARTICIPANTS UNABLE TO CONSENT 

503- SOP RESEARCH WITH CHILDREN 

504- SOP RESEARCH WITH PRISONERS 

505- SOP HUMANITARIAN USE DEVICE 

600-SOP COMMUNICATIONS 

700-SOP INFORMED CONSENT 

701-SOP WAIVERS of INFORMED CONSENT 

702-SOP DOCUMENTATION of INFORMED CONSENT 

703-SOP ASSENTS 

800-SOP IRB-REQUIRED INVESTIGATOR ACTIONS 

801-SOP CONFLICT OF INTEREST (INVESTIGATOR) 

900-SOP QUALITY ASSURANCE / QUALITY IMPROVEMENT PROGRAM 

1000-SOP HIPAA WAIVERS/AUTHORIZATION/DECEDENTS 

1100-SOP DEPARTMENT OF DEFENSE 

1101-SOP DEPARTMENT OF JUSTICE 

1102-SOP DEPARTMENT OF EDUCATION 



THE UNIVERSITY OF SOUTH DAKOTA -- INSTITUTIONAL REVIEW BOARD -- STANDARD OPERATING PROCEDURES 

Last revised 
February 2023 

 

3 of 185  

 

 
Back to Index 

 

1. PURPOSE 
The purpose of this policy is to: 

• State the institutional authority under which the Human Research Protection Program and the 
IRB are established and empowered. 

• Define the purpose of the IRB. 
• State the ethical principles governing the investigators, staff and IRB to ensure that the rights 

and welfare of human subjects are protected. 
• State the authority and jurisdiction of the IRB. 
• Define the independence of the IRB. 
• 

institutions.
Define the relationship of the IRB to other University committees, University officials and other 

 
 

2. POLICY 
2.1 Mission 
The University of South Dakota’s Human Research Protection Program (HRPP) is a comprehensive 

subjects participating in research under the guidance of Th
program that is dedicated to ensuring the rights, welfare, safety, privacy and confidentiality of human 

e University of South Dakota. 
 

2.2 Statement of Institutional Authority 
The University of South Dakota’s HRPP and the Institutional Review Board (IRB) is under the authority of 

The University of South Dakota requires all research projects involving humans as subjects or human 
the Vice President for Research. The Vice President for Research is the institution

material be reviewed and approved by The University of South Dakota IRB prior to initiation of any 
research-related activities, including recruitment and screening activities. 

al official. 

 
2.3 Purpose of the IRB 
The IRB’s purpose is to protect the rights and welfare of human subjects participating in biomedical and 

other affiliate who relies on the USD IRB. The IRB r

complies with federal regulations for funded research that pertain to human subject protection at 45 
ensure that it meets ethical principles 21 CFR 50, 56, 312, 316 and VHA Directive 1200.05 and that it 

CFR 46 

behavioral research conducted at The University of South Dakota, Sioux Falls VA, Fargo VA, and any 

and other pertinent regulations, guidance, state and local laws.

eviews and oversees human subject research to 

 
 

2.4 Governing Principles and Ethical Obligations 
The organization, IRB members, Office of Human Subjects Protection (OHSP) staff, research staff, and 

welfare of research participants. All individuals involved are guided by the ethical principles regarding 

outweigh the risks to the subjects as to warrant a decision to allow the subject to accept these risks.

defined in the Belmont Report:
Guidelines for the Protections of Human Subjects of Research 

investigators are expected to understand, ad

research involving humans as subjects as set forth in the report of the National Commission 
Protections of Human Subjects of Biomedical and Behavioral Research, entitled: 

Beneficence -- The sum of the benefits to the subject and the importance of the knowledge to be gained 

 

here and apply their obligation to protect the rights and 

(the Belmont Report). These principles are 
Ethical Principles and 

for the 

 

 

100-SOP AUTHORITY AND PURPOSE 
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Justice 

The IRB’s duty is to inform and assist the investigators and advisors on ethical and procedural issues 

the research.

Autonomy 

safeguard adequate

continues to rest with the investigators conducting the research. Oth

conducts research have an obligation to consider carefully whether that individual is qualified to 

applicable regulations.
informed consent are met by adequate and appropriate methods in accordance with the provisions of 

procedure, federal regulations and state law.

research share this responsibility. Faculty Advisors serving as Principal Investigators to a student who 

related to the use of human subjects in research, and to facilita

Primary responsibility for assuring that the rights and welfare of the individuals involved are protected 

-- The selection of subject

-- 

 

Legally effective informed consent is obtained, unless the requirements for waiver of 

ly the rights and welfare of subjects.

 

s is equitable and is representative of the group that will benefit from 

 

 

te compliance with IRB policy and 

ers engaged in the conduct of the 

 

 

 
2.5 IRB Registration 
The HHS regulations at 45 CFR part 46, subpart E, require an IRB to register with HHS if they will review 

The Director is responsible for maintaining an active registration for the USD IRB. OHRP requires the 

of compliance approved for federalwide use (i.e, an FWA) by OHRP.
human subjects research conducted or supported by HHS and are to be designated under an assur

registration to be renewed every 3 years. 

 
ance 

 

 
 

2.6 IRB Authority and Jurisdiction 
Institutional Review Board 
The IRB is established to review research involving human subjects regardless of the source funding and 
study location if: 

• The research is conducted by The University of South Dakota (USD) employees, agents, and 
students. 

o Agents are defined as investigators at USD or the Fargo or Sioux Falls VA Health Care 
Systems. 

• 
involving human research subjects are carried out by a subcontra
USD receives a direct award to conduct human subject research, even where all activities 

ctor or collaborator. 
• An employee or agent of USD (including students) meets the criteria for “engaged in

as defined in OHRP guidance of October 16, 2008. 
 research” 

• 
(1) act on behalf of the institution; (2) exercise institutional authority or responsibility; or (3)

individual is receiving compensation.

perform institutionally designated activities. “Employees and agents” may 
limited to, staff, students, contractors, and volunteers, among others, regardless of whether the 

For purposes of this document, an institution’s 

 

employees or agents refers to individuals

include, but not 

 who:
 

 

 
The IRB has the authority to ensure that research conducted under its jurisdiction is designed and 

specifically:
conducted in such a manner that protects the rights and welfare and privacy of research subjects, 

 

http://www.hhs.gov/ohrp/policy/engage08.html
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• The IRB may disapprove, modify, or approve studies based upon consideration of human subject 
protection aspects. 

• The IRB reviews,
research activities that fall within its

 and has the authority to approve, require modification in, or disapprove all 
 jurisdiction. 

• The IRB has the authority to conduct continuing review as it deems necessary to protect the 

investigators and review of the conduct of the
rights and welfare and privacy of research subjects, including requiring progress reports from 

 study. 
• The IRB may suspend or terminate approval of a study not being conducted in accordance with 

the IRB’s requirements or that had been associ
participants. 

ated with unexpected serious harm to 

• The IRB has the authority to observe or have a third party observe the informed consent
and/or audit the progress of any study in its jurisdiction as it deems necessary to protect the 
rights and welfare of human subjects. 

 process 

• The IRB may place restrictions on a study. 
 

2.7 Independence of the IRB 

 

The USD IRB is independent and does not answer to individuals, departments, or units that rely on the 

any attempt at inappropriate influence and has the authority to limit or remove an
privilege to conduct research.

protection and welfare of humans participating as subjects in research activities. Institutional officials 
may not approve the research if it has not been approved by the IRB.

reported to the Vice President for Research. The Vice President for Research will respond to and stop 

IRB for the review of their research. The IRB is the 

Inappropriate attempts to influ

 

ence the IRB process, individual IRB members, or IRB OHSP staff will be 

final authority for all decisions regarding the 

 

 investigator’s 

 
3. SPECIFIC POLICY 
3.1 Externally Funded Research 

 

 

The VA is res
VA Research

the IRB before, or when the grant or contract is processed, and
funds.

Contracts or other funding agreements
other funding agreement, the contract is reviewed using the “Contract Checklist”.

ensure consistency.

If the study is part of an application to a sponsoring agency, the human protocol must be reviewed by 

 

 
ponsible for the review of all sponsored contracts. The IRB will review the contract to 

 

: If an IRB application indicates that a study has a contract or 

/or prior to expenditure of any grant 

 

 
3.2 Relationship of the IRB to University Officials and Other Committees 

 

the IRB will grant final approval.
As appropriate to the type of research proposed, the following committee approvals are required 

officials or other committees. However, those officials or committees may not approve research if it has 
been disapproved by an IRB.

Research that has been reviewed and approved by the IRB may be subject to 

 

 

review and disapproval by 

before 
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The IRB may grant final approval of study, but the approval letter will state that the research cannot 

VA Research &Development (R & D) Committee: 

the change or revision to the IRB on a Project Update/Amendment Form for review and approval.

the approval letter will state that the research cannot commence until approval by the Radiation

study. The final approval will be listed on the next month’s agenda.

committee decisions. If the R&D Committee requests

commence until approval of the Biosafety Committee. The investigator is responsible for providing the 

coo

agenda. The following is a list of biologically derived products:

Committee. The IRB approval states that the research cannot commence until approval from the R&D 
Committee. The IRB staff work in conjunction with the R&D staff to coordinate and communicate 

Officer. The investigator is responsible for providing the IRB with the approval before the start of the 

Biosafety Committee: 

Radiation Safety Officer: 

products listed below into human participants must receive approval from the Biosafety 

radionuclide, which the participants would o
must receive approval from the Radiation Safety Officer. The IRB may grant final approval of study, but 

IRB with the approval before the start o

Human gene therapy even if the recombinant DNA is produced elsewhere. 
Recombinant DNA.
Experimentation using carcinogenic (
Experimentation using BL2 or BL3 infectious microorganisms.

IRB relationship to University officials and other committees: The IRB functions independently of, but in 
rdination with, University officials and other internal or external committees.

 

Research involving the direct and deliberate transfer of biologically derived 

Research involving exposing human participants to radiation through x

known or suspected) or highly toxic compounds. 

f the study. The final approval will be listed on the next month’s 

therwise not have been exposed except for the research, 

The IRB serves as a subcommit

 changes or revisions, the investigator must submit 

 

 

 

 

tee of the R&D 

Committee. 

-

 

rays or 

Safety 

 

 

 

 

 
3.3 Cooperative Research 

 
The USD IRB will make a determination about whether or not a cooperating institution is engaged in 

that role meets any of the criteria for “engaged in research” as defined in 

than one institution. To avoid duplication of review efforts by the IRB, USD can choose to conduct joi

2008

human subject research and how t
made by the Director, in consultation with the Chair, based on the other institution’s role and whether

rights and welfare of human participants and for 
regulations [45 CFR 46.114 & 21 CFR 56.114] allow for cooperative research projects which involve more 

reviews, accept the review of another qualified IRB, or make other arrangements to establish oversight 
responsibilities.

NIH
Review Board (sIRB) for Multi

In the conduct of cooperative research projects, each institution is responsible for safeguarding the 

-funded cooperative research will adhere to the NIH Policy on the “Use of a Single Institutional

. 

 

-Site Research” as described in 

he review of the research will be conducted. This determination is 

complying with any applicable regulations. Federal 

OHRP guidance of October 16,

 

NIH Policy and the Federal 
 

nt 

 
 

http://www.hhs.gov/ohrp/policy/engage08.html
http://www.hhs.gov/ohrp/policy/engage08.html
https://osp.od.nih.gov/wp-content/uploads/2016/06/NIH_sIRB_Policy_Multi_site_Research_UPDATED2016.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-06-21/pdf/2016-14513.pdf
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The Office of Human Subject Protection (OHSP) staff and the IRB must maintain and follow all written 

ethics when reviewing proposed research.

Use of Policies and Procedures

policies and procedures consistent with federal regulations, good clinical 

 

 
practices, and biomedical 

 
3.5 Serving as IRB of Record for Other Institutions 

 

The USD IRB serves as the IRB of record for the Fargo and Sioux Falls VA Health Care Systems. The IRB 

The USD IRB is a member of SMART IRB and follows the SMART IRB agreement but also allows other 
types of agreements.

may review studies for other instituti

 

ons provided that there is an “Authorization Agreement” in place. 

 
3.6 Multiple IRB Approvals Needed [To Conduct Research at another Site(s)] 

The University of South Dakota has IRB agreements with many hospitals and sites that allow for that 

approval from both the USD IRB, and the site/hospital IRB. The researcher must notify the IRB that 
he/she has submitted

hospital/site to accept USD’s IRB approval. For

If the site/hospital does not have an agreement with the USD IRB, the USD researcher must secure 

Many times a researcher conducting research at another site may need approval from that site’s IRB. 

 to another IRB. This information must be included in the IRB application.

 more information call the OHSP staff. 

 

 

3.7 Authorized Agreement Execution 

 

 

 

The University of South Dakota IRB Office reviews and determines if it is appropriate to execute an 

Accepting Review of Another
At the discretion of the Director, in consultation with the Chair, the University of South Dakota’s IRB may 

Authorization Agreement for either:

Collaborative research: 
study team with 
subjects’ identifiable information, assisting with administering study interventions at USD), or, when 
some part of a USD protocol is taking place at another institution. While 

of Human Research Protections (OHRP). Once the other IRB has reviewed and approved the research, 
accept the

involved, they are not all conducting the full protocol.

Multi

Procedure

both institutions must sign an “Authorization Agreement” to desig

protocol (each institution enrolling its own subjects and carrying o

NIH-funded cooperative research, the USD IRB will follow NIH Policy for single IRB, as stated in 3.3.

-site research: 

 

 

review of another IRB if that IRB has a Federal

some aspect of research (e.g. help with consenting USD subjects, access to USD 

Occurs when USD is serving as one of many participating sites running a full 

Occurs when non

 IRB 

 

-USD investigators are coming to a USD site to aid the USD 

 

-wide Assurance (FWA) with the federal Office 

ut the protocol at its own site).

nate one IRB as the one of record. For 

there are multiple institutions 

 

 

• The USD IRB to serve as the single IRB or IRB of Record for a 
study. 

multi-site study or collaborative 

• The USD IRB to cede IRB review to an external IRB from another institution/organization. 
 

can rely on another.
In collaborative/multi

 An Authorization Agreement is needed to document this arrangement. The
-site research, either each institution’s IRB can review independently, or one IRB
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Authorization Agreement documents respective authorities, roles, responsibilities, and communication 

for determinations of engagement in human subjects research.

as WIRB or Advarra.

between an organization providing the ethical review and a participat
reviewing IRB. USD may agree to rely on an IRB at a collaborating institution or an independent IRB such 

Not all institutions may need IRB review. Submit a determination application or talk with IRB office

 

 

ing organization relying on a 

 staff 

4. SPECIFIC POLICIES 
4.1 Determination Procedure 

institution/organization, the Director will review the request t
parties may send a request or inquiry to 

Upon receiving a request to execute an Authorization Agreement, with an external 

humansubjects@usd.edu
o determine if it is appropriate. Interested 

 to begin the process. 
• If a valid Authorization Agreement is already in place, this process is complete. 
• 

the research team to complete
If no Authorization Agreement is in place, and one is required, the Director will coordinate with 

 one. 
 

completed
Upon determining that the request for an Authorization Agreement is appropriate, the following will be 

: 
• Documentation in the agreement of the terms and conditions under which: 

o 
standard Authorization Agreement,
USD’s IRB will serve as the IRB of record for that institution/organization, using the 

 or 
o The external IRB will serve as the IRB of record for 

Agreement. 
USD using the standard Authorization 

• 
standard language may require additional review and approval by the
Negotiation of the terms of agreement, if different from the standard template. Any non

 Director. 
- 

• 
Authorized Agreement template if the external institution/organization participates in SMART 
IRB and requests the use of the SMART IRB

Determine whether the SMART IRB agreement

 documentation.

 may be utilized in lieu of the USD standard 

 
 

 
VA Research: 

If the criteria are not met, an Authorized Agreement will no

Use of a commercial IRB is prohibited. 

t be executed. 

 
5. RESPONSIBILITY 

The Associate Vice President for Research Compliance (AVPRC) is responsible for the oversight of the 

The Director is responsible for the oversight of the operations of the HRPP. This position is also 

The Chairperson of the I

The IRB Coordinator has the responsibility of the daily clerical operations of the IRB.

contain required language.

OHRP and HRPP, which includes the IRB.

responsible for contacting and following up with responsible signatories in regard to assuring contracts 

RB is responsible for the oversight of the IRB meeting.

 

 

 

 

 

 

 

 
6. APPLICABLE REGULATIONS AND GUIDELINES 
21 CFR 56.108, 56.109, 56.113 

mailto:humansubjects@usd.edu
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VHA Directive 1200.05

45 CFR 46.108, 45 CFR 160 &1
Belmont Report 

 

64 

 
7. APPLICABLE DOCUMENTS 

Authorization Agreement 
Smart IRB Reliance

Contract Checklist 

 Agreement 
 

8. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
Who

IRB members, IRB 
Director, Chairperson, 

Coordinator, and VPR

 

 

Task

guarantee the protection of human subjects participating in research.
Ensure compliance with federal regulations, policy and procedures to 

 

AVPRC Investigates and acts on reports of inappropriate attempts to influence the

consultation with review of the research will be conducted.

Director Ensures communications between IRB and any additional IRB where approval 

Director, in Determines whether a cooperative site is engaged in research and how the 

Chair.

VPR and Director Evaluate on an on-going basis the HRPP program for adherence and 

VPR Acts as Institutional Official and is responsible for appointing members and

Contracts: Contacts the person or office responsible for signing off on 

compliance with federal, state, and local policy and regulations.

contracts to ensure contracts contain required language.

additional IRB. Copies of correspondence between additional IRB and 

ensuring that resources needed by OHRP and IRB are provided.

is being sought. All copies of correspondence with investigator will be sent to 

investigator will be requested.

process.

review.

Report to the VP for Research any inappropriate attempts to influence the IRB 

IRB process.

Evaluate (at least yearly) the IRB workload in regard to timely and thorough 
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1. PURPOSE 
The purpose of this policy is to describe specific activities that 
regulations and definitions. 

require IRB review and the applicable 

 
2. POLICY 

 

 

 

jurisdiction of the IRB under The University of South Dakota policy are determined by the IRB.

the IRB has reviewed and approved the res

An institution becomes engaged in human research when its employees or agents:

which, even in part, involve such research, regardless of 

Specific determinations as to the definition of research or human subject, and their implications for the 

biospecimens.

by The University of South Dakota IRB.

No intervention or interaction with human subjects in research, including recruitment, may begin until 

Investigators engaged in research involving human subjects (as defined below) and all other activities 

(1)
(2)

 
 
Obtains information or biospecimens through intervention or interaction with the individual;
Obtains, uses, studies, analyzes or generates identifiable private information or identifiable 

 

 

earch protocol.

sponsorship, must be reviewed and approved 

 

 

 

 or 

 
3. SPECIFIC POLICY 
3.1 Applicable Regulations and Definitions 
There is one independent Institutional Review Board at The University of South Dakota. This IRB reviews 

The IRB will follow ICH

VA regulations, and/or
Any

research in accordance with:

FDA regulations,
DHHS regulations or other Common Rule Regulations, 

 other applicable state or local regulations.

 

-

 

GCP as it is adopted by the FDA

 

 
 

 

 
3.1.1 Definitions: 
Human Subject Research under FDA Regulation: 
Activities are human research under FDA regulations when they meet the FDA definition of 

§812.3(p)).

“resea
“subject” as defined in FDA regulations (21 CFR §50.3(g), 21 CFR §56.103(e), 21 CFR §56.312(b) 21 CFR 

rch” (21 CFR §50.3(c), 21 CFR §56.103(c), 21 CFR §312.3(b), or 21 CFR§812.3(h)) and involve a 

 
 

An activity is FDA-regulated research when: 
• 

the Federal Food, Drug, and Cosmetic Act” in the definition of “clinical

practice (21 CFR 312.3(b)). This is the meaning of “experiments that must meet the 
requirements for prior submission to the Food and Drug Administration under sec

It involves any use of a drug other than the use of an approved drug in the course of medical 

 investigation.”
tion 505(i) of 

 

101-SOP ACTIVITIES REQUIRING IRB REVIEW 
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• 

Administration under section 520(g) of the Federal Food, Drug, and Cosmetic Act.”
of “experiments that must meet the req
It evaluates the safety or effectiveness of a medical device (21 CFR 812.2(a)). This is the

uirements for prior submission to the Food and Drug 
 

 meaning 

• The results of the activity are intended to be later submitted to, or held for inspection by, the 
Food and Drug Administration as part of an application for a research or marketing permit. 

 
In the above criteria “approved” means “approved by the FDA for marketing.” 

 

whom or on whose specimens an investigational device is u
individuals are considered “subjects” when they participate in an investigation, either as individuals on 
research, either 
Under FDA regulations, individuals are considered “subjects” when they become participants in 

as recipients of the test article or as controls. If the research involves a medical device, 

sed or as controls. 
 

The following activities also require IRB approval under FDA regulations: 
• 

CFR
Emergency use of an investigational drug, device, or biologic under 21 CFR §56.104(c) and 21 

 §50.23(c) 
• Humanitarian device use under 21 CFR §814.3(n) and 814.124 

 
Human Subject Research under DHHS or Other Common Rule Regulations 

 

Activities are human subject research under DHHS regulations when they meet the DHHS definition of 
research and human subject: 

• 
to develop or contribute to generalizable
Any systematic investigation (including research development, testing and evaluation) designed 

 knowledge. 
• 

(whether professional or student) conducting research
Under DHHS regulations “human subject” means a living individual about whom an investigator 

 obtains: 
o 
o Identifiable private information or identifiable

Information or biospecimens through intervention or interaction with an individual,
 biospecimens. 

 or 

 

venipuncture) and manipulations of the subject or the subject’s environment that are performed for 

an individual can reasonably expect that no observation or recording is taking place. It includes 

identifiable i

information, which has been provided for specific purposes by an individual, and the ind

individually identifiable (i.e., the identity of the subject is or may readily be ascertained by the 
investigator or associated with the information

Intervention 

Interaction 

Identifiable Private Information 

Identifiable Sensitive Information. 

research purposes [45 CFR 46.102(e)(2).

reasonably expect will not be made public (e.g., a medical record). Private information must be 

research involving human subjects. This may include identifiable private information obtained from a 
primary subject about a third party.

Identifiable Sensitive Information means information that is about an individual and that is gathered or

includes communication or interpersonal contact with a subject or his or her private 
nformation.

means both physical procedures by which information or biospecimens are gathered (e

 

includes information about behavior that occurs in a context in which 

 

For the purposes of coverag

 

) in order to be considered information to constitute 

e under a Certificate of Confidentiality, 

ividual can 

.g., 
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Whenever a study is funded in whole or in part by the NIH and involves identifiable, sensitive 
Certificate of Confidential

some combination of the information, a request for the information, and other available data sources 

social security or other identifying number fingerprints, photographs, genetic information, or tissue 
samples that when used in combination with other information may lead to identifica

could be used to deduce the identity 

ascertained by the investigator or associated with the biospecimen.

is at least a very small risk, as determined by current scientific practices or statistical methods, that 

individual who is the subject of the

information, the research is automatically covered by a certificate of confidentiality.

Identifiable Biospecimen 

used during the course of research and 1) through which an individual is identified; or 2) for 

is a biospecimen for which the identity of the subject is or may readily be 

ity 

 research.

of an individual. This includes, but is not limited to, name, address, 

 

 

 

tion of an 

which there 

 
Examples of research automatically covered: 
• 

• 

• The generation of individual level, human genomic data from biospecimens, or the use of such data, 

The collection of use of biospecimens that are identifiable to an individual or for which there is at 

Any other research that involves information about an individual for which there is at least a very 

the identity of the human participants cannot readily be ascertained, directly or thro

small risk, as determined by current scientific practices or statistical 

can readily be

combination of the information, a request for the information, and other available data sources 
could be used to deduce the identity of an

and other ava

in such a manner that human participants can be identifie

information obtained is recorded in such a manner that human participants cannot be identified or 

regardless of whether the data is recorded in such data, regardless of whether the data is recorded 

least a very small risk that some combination of the biospecimen, a request for the biospecimen, 

linked to the

Biomedical, behavioral, 

 participants.

 

ilable data sources could be used to deduce the identity of an

ascertained.

clinical or other research, including exempt research, except where the 

 

 

 individual. 

d or the identity of the human participants 

methods, that some 

 individual.

ugh identifiers 

 

• 

Investigators may also apply for a certificate of confidentiality for non-federally funded research. 

Researchers: 
• 

or other proceeding, the name of such individual or any such information, document, or 

crated or compiled for purposes of the research, unless such disclosure or use is made with the 
consent of the individual to whom the information, document, or biospecimen pertains; or

an individual or any information, document, or biospecimen that contains identifiable, sensitive 
information about such an individual and that was created or compiled f

biospecimen that contains identifi

May not disclose or provide, in any federal, state, or local civil, criminal, administrative,

May not d

May disclose information only

isclose or provide to any other person not connected with the research the name of such 

 when:

able, sensitive information about the individual and that was 

 
or purposes of the

 legislative,

 

 

research.

 

 

• 

• 
• 

Cosmetic Act, or state laws requiring the reporting of communicable diseases to state and
Required by federal, state, or local laws (e.g. as required by the Federal Food, Drug and 

 local 
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criminal, administrative, legislative, or other proceeding.

regulations governing the protection of human participants in

biospecimen pertains and made with the consent of such

pertains;

health departments), excluding instances of disclosure in any federal, state, or local civil, 

Made for the purposes of other scientific research that is in compliance with applicable federal 

Made with the consent of the individual to whom the information, document, or biospecimen 

Necessary for the medical treatment of the individual to whom the information, document,

 or 

 

 individual.

 research.

 

 

 or • 

• 

• 

 
When research is covered by a certificate of confidentiality, investigators must infor

confidentiality:
example, in the consent document) of the protections and limitations of certificates of 

 

m participants (for 

• 

• 

change in authority, or prior to the issuance of a Certificate, to be notified that the protections 

appropriate to inform

actively participating in the study, NIH does not expect participants consented prior to the 

afforded by the Certificate 

is appropriate to inform

be re

protections provided by that Certifica
protections afforded by the Certificate have changed, although IRBs may determine whether it 

For studies that were previously issues a Certificate, and participants were notified of the 

If part of the study cohort was recruited prior to issuance of 

-contacted to be informed of that Certificate, although IRBs may determine whether it is 
 participants.

 participants.

have changed, or that participants who were previously consented

 

 

te, NIH does not expect participants to be notified that

the Certificate, but are no longer 

 the 

 to 

 

 
Investigators conducting research covered by a certificate of confidentiality, even if the research is not 

Investigators conducting NIH
that if identifiable, sensitive information is provided to other investigators or organizations, 

federally funded, must ensure that if identifiable, sen

confidentiality.

investigators or organizations, the other investigator or organization must comply with applicable 
requirements when research is covered by a certificate of confidentiality.

regardless of whether or not the research is federally funded, the other investigator or organization 
must comply with applicable requirements when research is covered by a certificate of 

 

-supported research covered b

sitive information is provided to other 

y a certificate of confidentiality must ensure 

 
 

When VA research involves a certificate of confidentiality: 
• 

• 

facility as in

conducting the
details that would impact clinical care, and the name and contact information of the investigator 

interventions are used in or may impact the medical care of the research participant a

participant’s VHA medical record, information must be given to the prospective participant as 
part of the informed consent

medical facility. The note must indicate the individual has been enrolled in a research study, any 

medical

made for all research 

For studies which will 

For studies that do not involve a medical intervention, no annotation may be made in

For studies involving a medical intervention, a progress note in the medical record should be 
 record.

-patients, treated as outpatients at VA facilities, or when research procedures or 

 

 

study. 

participants (Veterans or Non

include information about the participant’s participation in the 

 process. 

-Veterans) who are admitted to a VA medical 

 the 

t a VA 

• 
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• 
document approved by the IRB must include a statement that the study has a Certificate of 
Confidentiality.

For studies in which the IRB requires a writt

 

en informed consent, the informed consent 

 

 

 

 

 

The University of South Dakota IRB follows ICH

Activities are human subject research subject to VA regulations when they meet the definition of

Clinical Trial. 

clinical trials should be conducted in accordance with the ethical principles that have their origin in the 

or performed at VA facilities.

operational initiatives made 

defines research as a systematic investigation including research development, testing, and evaluation 
designed to develop or contribute to generalizable knowledge.

Classified research involving human participants cannot be approved by 

“research” and involve a “human subject” as defined in VHA Directive 1200.05. VHA

Practices (ICH

Human Subject Research under VA Regulations

Human Subject Research under the Department of Justice

Human Subject Research following International Conference on Harmonization 

requirements.

more human subjects are prospectively assigned to one or more interventions (which may include 
placebo or other control) to evaluate the effects of the interventions on biomedical or behavioral 
health

Declaration of Helsinki and that are consistent with good clinical practice and the applicable regulatory 

For research conducted within the Bureau of Prisons: Implementation of Bureau programmatic or 

-related outcomes. FDA regulations refer to “clinical in

Per the Common Rule and NIH Policy, clinical trial means a research study in which one or 

-

 

GCP) Guidance

through pilot projects is not considered to be research.

 

 
-

 

GCP as adopted by the FDA. When

 

vestigations” (see 3.3.1 below).

 

a VA facility IRB or affiliate IRB, 

– Good Clinical 

 

 

following ICH

 Directive 1200.05 

 

 

-GCP, 

 
3.2 Determining if an Activity Meets the Definition of Human Subjects Research 
The Director, Chair, or designated reviewer are the only ones who are able to make the determination 

the determination checklist. The investigator is notified by e

When the OHSP receiv

Subject Research” form and submit it to the IRB and then the Director, Chair or designee will complete 

of Human Subject Research”. The investigator will receive determination notification by e

or is not conside

of whether or not a project is considered human subject research.

“Determination of Human Subject 
research, he/she will be asked to provide a written description of the project or submit a

research, the Director, Chair or designee uses the checklist “Determination of Human Subject Research”. 

If an investigator calls the office seeking guidance on whether or not his/her project is human subject 

If further clarification is needed, the investigator may be asked to compl

red human subject

es an IRB application and needs to determine if the activity is human subject 

Research” form. The reviewers will use the checklist “Determination 

 research. 
-mail of the determination and reason it is 

 

ete a “Determination of Human 

 

-mail. 

 

 

 
3.3 Activities Requiring Review 
3.3.1 Clinical Investigation 
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The collection of data concerning a series of established and accepted diagnostic, therapeutic 

The data derived from the use of the test article ma

The investigator or his/her staff will participate, overtly or covertly, in people’s daily lives for an 

A systematic investigation of innovations in diagnostic, therapeutic procedure, or instructional method 

the Food and Drug Administration or support applications for research or marketing permits for 

A storage site or mechanism by which identifiable human tissue, blood, genetic material or data are 

Whenever emergency care is initiated with prior IRB review and approval, under DHHS regulations the 

stored or archived for research by multiple investi

study.

alteration in pati

3.3.3

a hypothesis, permit conclusions to be drawn, and thereby develop or contribute to generalizable 

scale research project, the activity 

3.3.2

3.3.4

3.3.5

scale research pr

additives, drugs for human use, medical devices for human use, biological products for human use, and 
electronic

3.3.6

3.3.7

dietary supplements that bear a nutrient content claim or a health claim, infant formulas, food and color 

data is to be included in the publication.

extended period of time. They will be watching what happens, listening
and collecting data to create a broader understanding of a particular environment, ethnic group, gender, 
etc.

3.3.8

3.3.9

Online websites are set up for the purposes of collecting data regarding a particular topic.

in multiple participants in order to compare t

include the completion of questionnaires/surveys, personal data, etc.

procedures, or instructional methods for dissemination or contribution to generalizable knowledge. An 

knowledge.

products regulated by the Food and Drug Administration. Products regulated incl

patient may not be considered to be a research participant in a prospectively conceived research study. 

Experiments using a 

Preliminary activities typically designed to 

Retrospective review of subject records with the intent to report and/or publish the summary.

Pilot studies and 

 

 

 

 

 

 

 

 

 

 

Stand

Innovative Procedures, Treatment, or Instructional

Repositories (e.g., data, specimen,

Retrospective

Emergency Use of an Investigational Drug or Medical

Ethnographic Research

Internet

Pilot

 products.

 

 Studies

ard Diagnostic or Therapeutic

 

ent care or assignment for research purposes.

Research

oject. Although the data derived from a pilot activity may not be included in the full
activities 

 

 

test article (drug or device) on one or more human subjects that are regulated by 

 Data

 

involving only one 

 

 

may still need IRB 

 

 
help the investigator refine data collection procedures. This 
etc.)

 Procedures

o standard procedure. The investigation is designed to test 

participant 

 

gators or multiple research projects.

y not be used in a prospectively conceived research 

approval.

 

may be subject to the same scrutiny as a full

 Methods

 Device.

 

 

 

 

 

 to what is said, asking questions 

ude foods, including 

 

 This may 

 

-
-
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Student
are conducted by students for a class project or for work toward a degree. These activities

3.3.10

i

include: (i) all masters’ thesis and doctoral diss
projects that involve human subjects for which findings may be published or otherwise disseminated.
Many class projects do not meet the definition of “human subjects research” because they are not 
ntended to develop or contribute to generalizable knowledge. 

 
-
Student
conducted research activities that meet the definition of research with human subjects and that 

-Conducted Research 

ertations that involve human subjects; and (ii) 

 

 generally
most 

 

  

 
3.4 Failure to Submit Project for IRB Review 

 

The implications of engaging in activities that qualify as research that is subject to IRB review without 
obtaining such review are significant. Results from such studies may not be published unless IRB 

collected cannot be used as part of a thesis or dissertatio

approval was obtained prior to collecting the data. T
against University policy to use that data to satisfy thesis or dissertation requirements.

knowledge base or that he or she may wish to publish the results, the investigator must submit a 
proposal to the IRB for review as soon as possible. If the IRB does not approve the research, data 

published.

If an investigator begins a project and later finds that the data gathered could contribute to the existing

 

o do so is in violation of University Policy. It is also 

n, and/or the results of the research cannot be 

 

 

 
4. RESPONSIBILITY 

review.
Director, Chairperson or designee is responsible for determining whether research activities require IRB 

 
 

5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Directive 1200.05

46.102
21 CFR 50, 56, 312, 81

 
2
 
 

 
6. APPLICABLE DOCUMENTS 
Determination of Human Subject Research 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
 Who Task 

Director, Chair or 
Designee 

Assists in determining if institution is engaged in research.

“Determination of Human Subject Research” checklist.
Makes determinations whether research activities require IRB review using the

 

 
 

Director, Chair, 
Designee, IRB
Coordinator, 

 requirements.
Provide investigators with guidance on appropriate IRB submission 

 

Director, IRB 
Coordinator investigator explaining the reason for the determination.

If a project is determined not be human subject research, a letter is sent to the 
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1. PURPOSE 
The purpose of this section is to state the IRB’s commitment to maintain and follow up
and procedures that adhere to regulatory mandates and ethical principles. 

-to-date policies 

 
2. POLICY 

welfare of the human subjects of such research will be overseen and protect

S
conduct of human

documentation of such oversight.
integrity of the review and oversight of research involving human subjects and for the adequate 
regardless of changes in personnel. Written procedures are in place to ensure the highest quality and 

Following regulatio
International Conference on Harmonization (ICH), and by USD policy, the IRB ensures that the rights and 

tandard operating procedures (SOPs) provide the framework for the ethically and scientifically sound 
 research.

ns and guidance of Office of Human Research Protections (OHRP), FDA, and the 

 

 

ed in a uniform manner, 

 
3. SPECIFIC POLICIES 
3.1 Review, Revision, Approval of Policies and Procedures 

the IRB meeting minutes and the date in the SOP footer will be updated. Changes to regulations, federal 
At the minimum, policies will be reviewed by the 

guidelines, or research practice, as well as the policies and procedures of The University of South

and will be available on the website. New information t
identified as being pertinent to the protection of research participants, will be disseminated via e

IRB members will also be sent via the listserv(s) and listed on the USD HRPP website

Dakota, may require a new SOP or a revision to a previously issued SOP.  Any new information, 

Director annually. This review will be documented in 

hat is considered pertinent to investigators and 
 page. 

 

-mail 

 
Policy Disseminating and Training 

 

 
3.2.3

3.2.2

3.2.1
individuals and departments via e

undertaking any responsibility at the IRB. Evidence of training must be documented and

procedure.

 

 

 

Training will be provided to all IRB members and OHSP staff on any new or revised policy and/or 

When new or revised SOPs are approved, they will be disseminated to the app

Each new IRB member or OHSP staff employee must review all ap

 

-mail and will be available on the website.

plicable SOPs prior to 

 
ropriate 

 filed. 
 

4. RESPONSIBILITY 
The Vice President for Research or AVPRC is responsible for granting final approval to new and revised 

standard operating policies and procedures.

IRB policies 

Director is responsible for establishing and periodically reviewing and modifying (as appropriate) IRB 

unless higher order administrative policy is involved.

 

 
 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 
45 CFR 46 
21 CFR 56 108(a)(1), (b)(3), 115(6)

103,108 
 

102-SOP POLICY AND PROCEDURE MAINTENANCE 
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6. APPLICABLE DOCUMENTS 
None 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 
Director

Approves revised policy.

policies/procedures, forms as needed.

Updates the website with revised or new SOPs.

Monitors appropriate sources and contacts for policy updates. Revises

Distributes new SOPs and forms.
 

 

 

 

VPR or AVPRC
IRB Coordinator
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1. PURPOSE 
This policy describes the training and educational requirements for IRB members and staff. 

 
2. POLICY 

 

Training of OHSP staff and IRB members is critical if the IRB is to fulfill its mandate to protect the 

guidelines, ethics, and policies applicable to human subject research.

and welfare of research subjects in a consistent manner throughout The University of South Dakota 

approving, and overseeing human subject research shou
research community. IRB members, OHSP staff and others charged with responsibility for reviewing, 

ld receive detailed training in the regulations, 
 

rights 

3. SPECIFIC POLICIES 
3.1 Training 

jurisdiction of The University of South Dakota will receive initial and ongoing training regarding the 

Training and c

The University of South Dakota Human Subjects Protection Program provides information to the 

The IRB members or staff condu

the extent possible and as appropriate to the responsibilities of members and

3.2

3.3.1

3.3

staff.

3.1.4

3.1.5

3.1.1

3.1.2

3.1.3

opportunities focused on IRB functions. The University of South Dakota will support such activities to 

and promotes community outreach efforts through presentations and lectures on campus whenever 

Compliance Drive.

CFR 46.102 (f) an

research community regarding the rights o

possible.

responsibilities.

responsible review and oversight of research and these policies an

responsibilities. The Chairpers
responsibilities.

 

 

 

 

 

 

 

 

 
The Director establishes the educational and training requirements for IRB members and OHSP 

Community

OHSP staff will receive initial and continuing training in the areas germane to their 

OHSP staff and IRB members who are overseeing research on human subjects, as defined in 45 

Documentation

Procedure for Maintaining Community Outreach Efforts

IRB members and OHSP staff will be encouraged to 

Members of the IRB will participate in initial and continuing training in areas germane to their 

 

ontinuing education will be documented and added to the OHSP personnel files on the 

 

 

d/or 21 CFR 56.102(e), that is managed, funded, or taking place in an entity under the 

 

 Outreach

 

 

on will receive additional training in areas germane to their additional 

ct trainings or make presentations upon request.

f a research participant as a volunteer. The IRB encourages 

attend workshops and other educational 

 Offered

d accompanying

 

 staff.

 

 

 

procedures. 
 

 

 

 

 

 

 

103-SOP TRAINING AND EDUCATION 
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The Director will evaluate, make changes, and implement changes to the outreach program as needed 

within the research community, and consider other departmental outreach efforts on the University 
campus.

and will consider any complaints, concerns, suggestions and other input from participants or ot

Chair.
needed, more frequently as 
Periodic assessments of outreach efforts and the outreach program are done at least annually, and if 

 

 

determined by the Vice President of Research, AVPRC, Director or the IRB 

hers 

4. RESPONSIBILITY 

 

 

 

Chair and Director are responsible for evaluating and providing feedback to IRB members. 

programs in collaboration with the OHSP staff.

Director is responsible for establishing, conducting and/or supervising all relevant training programs for 
IRB members and OHSP staff.

Director and Chairperson

Director and VP for Research are responsible for e

s are responsible for guiding the development of IRB member training 

 

 

valuating and providing feedback to Chair. 

5. APPLICABLE REGULATIONS AND GUIDELINES 

OHRP IRB Guidebook
21 CFR 56.107, 45 CFR 46.107

NIH NOTICE: OD-00-039 Required Education in the Protection of Human Research Participants
 

 

 
 

6. APPLICABLE DOCUMENTS 
Training Checklist 
Training Checklist 

–
- 

 
Staff
IRB Member 

 
 

7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
Who Task 

Director 
and OHSP staff. Sets annual 
Establishes training, educational requirements and content for IRB members

budget. 
 

 
schedule. Schedules speakers, acquires outside publications, schedules
attendance at PRIM&R and seminars as budget allows.

Based on requirements and budget, determines training and education 

 
 

 Notifies IRB members of available training materials and schedule. 

anonymously)

Director, 
(IRB members

AVPRC 
 
 

relevant to the role and provide feedback.
Review (annually) the Chair’s knowledge, understanding, and experience 

 

Chair and Director 
relevant to their roles and provide feedback.
Review (annually) IRB members’ knowledge, 

 
understanding, and experience 

IRB Coordinator Maintains documentation of all training and education completed. 
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1. PURPOSE 
This policy describes management policies and procedures to promote the long

decisions.
IRB staff and employees and ensure the efficient and effective administration and enforcement of IRB 

 

-term commitment of 

 
2. POLICY 

Therefore, OHSP staff is expected to exhibit the highest level of professionalism and
the effective operation of The Univ
support to the IRB and the research community. Thus, the Office staff is the most vital component in 
Office of Human Subjects Protection (OHSP) staff provides consistency, expertise, and administrative 

ersity of South Dakota human subject protection 
 
program.
integrity. 

 

 
3. SPECIFIC POLICIES 
3.1 Job Descriptions and Performance Evaluations 

the OHSP staff will be reviewed by Director according to University policy.
OHSP staff will have a description of the responsibilities expected of their positions. The performance of 

 
 

3.2 Staff Positions 
Staffing levels and function allocation will be determined according to The University of Sout
policy, management assessment of support requirements, and budget constraints. 

h Dakota 

 
3.3 Hiring and Terminating Research Compliance Office Staff 
The human resource policies of The University of South Dakota determine the policies for recruiting, 
hiring, and terminating staff. 

 
3.4 Delegation of Authority or Responsibility 

staff member must be documented in writing and authorized by the Director o
Delegation of specific functions, authorities, or responsibilities by a Director or Chairperson to an OHSP 

f the IRB. 
 

4. RESPONSIBILITY 

 

The Vice President for Research is responsible for establishing personnel requirements and for hiring 

of OHSP staff.

and evaluating the ongoing performance of the Director and for guiding the Director in establishing 
personnel requirements for 

Director is responsible for establishing personnel requirements for evaluating the ongoing performance 
 

other OHSP staff. 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 
None 

 
6. APPLICABLE DOCUMENTS 

 
None 

 
 

7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

104-SOP MANAGEMENT OF IRB PERSONNEL 
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Who Task 

Research
Vice President for

 
 Establishes the requirements for OHSP staff with the input of the Director. 

AVPRC 

the Director, evaluates the performance of the IRB Coordinator.

Completes personnel recruitment and hiring as per HR policy.
Evaluates the Director in accordance with University policy. With the input of

 

 
 

Director 
and trained.
Composes job descriptions. Ensures that OHSP staff is adequately oriented
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1. PURPOSE 
This policy describes financial relationships and possible conflicts of interest (COI) for IRB members, 
Chairpersons, consultants and OHSP staff. 

 
2. POLICY 

Therefore, conflicts of interest should 
are characteristics that promote quality research and can only strengthen the research process.

managed when they cannot be eliminated.

In the environment of research, openness and honesty are indicators of integrity and responsibility, and 

be eliminated when possible and effectively disclosed and 
 

 

 
3. SPECIFIC POLICIES 
3.1 Disclosure and Documentation of Financial Interest and COI 

Conflict of Interest Agreement”. The completed form will be reviewed by the Director and if a conflict is 
noted, the AVPRC.

Upon appointment to the IRB, the IRB member is to complete the “IRB Member (and 

 

Consultant) 

 

following, except t
No regular or alternate IRB member with a conflict of interest may participate in the review of the 

o provide information as requested: 
• 
• Continuing

Initial Review (full Board or

Unanticipated problems involving risks to participants or
Non-compliance with regulations or requirements of the

 Review 
 Expedited) 

 
 
others
IRB. 

 • 
• 

 

 
When an IRB member leaves the room for a conflicting interest, the minutes will state the name of the 

submitted to the IRB and recuse him or herself from deliberations and voting. The IRB member at the 

discussion and voting was due to a conflict of interest. The IRB member will not be counted towards 
quorum.

discretion of the IRB may be in the room to provide information requ
deliberations and voting.

IRB member, the time he/she left the room and returned; and the reason he/she was absent from the 

It is the responsibility of each voting member or alternate member to disclose any COI in a study 

 

 
ested, but must leave during 

 
3.2 Financial and Non-Financial Criteria (IRB Member and Consultant) 

Agreement.
Financial and non

 
-financial criteria is listed on the IRB Member (and Consultant) Conflict of Interest 

 
3.3 Consultants 

 

Agreement” prior to providing consultation. The Director and/or Chair will review the form for potential 
Consultants will be required to complete the “IRB Member (and Consultant) Conflict of Interest 

COI.

Consultants with a declared conflict of interest may provide information as requested after review and 
determination by the Chair and Director. The IRB members will be notified of the conflict. The

 

 

105-SOP CONFLICT OF INTEREST (IRB, Consultants, Staff) 
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consultant cannot vote and will be asked to 
consultant will not be counted toward quorum.

leave the meeting during deliberations and voting. The 
 

 
3.4 Employees 
The University of South Dakota staff whose job status or compensation is affected by research that is 
reviewed by the IRB must recuse themselves from any meeting at which such a protocol is reviewed. 

 
3.5 Education and Training in COI 

conflict of interest issues including those required by 
IRB members and staff are required to participate in education and training activities related to financial 

their institution. 
 

4. RESPONSIBILITY 

 
The Vice President for Research is responsible for enforcing the COI policy at The University of South 

The Board of Regents is responsible for articulating and enforcing the COI policy at The University of 
South Dakota.

Chairpersons or Vice Chairpersons are responsible for identifying COI disclosures before beginning every 

review of an expedited study.

Dakota.

Director is responsible for monitoring the COI status and disclosures of IRB members and consultants.

IRB meeting.

IRB members are 

IRB Coordinator is responsible for documenting all COI disclosures in IRB meeting minutes.

 

 

 

responsible for declaring a COI at the beginning of the convened meeting or before the 
 

 

 
 

 

 

 

 
5. APPLICABLE REGULATIONS AND GUIDELINES  

Subject Protection. Federal Register/Vol. 68, No. 61/Monday, March 31, 
South Dakota Board of Regents, Conflict of Interest Policy 4:35 

21 CFR 4
21 CFR 56.107, 21 CFR 54

USD Financial Conflict of Interest (Objectivity in Research)

FDA Information Sheets, FAQs, Section II, question 12
Financial Relationships and Interests in Research Involving Human Subjects: Guidance for Human 

NIH Guide 

6.103, 107

– Objectivity in Research

 
 

 

 

 

2003 

 
6. APPLICABLE DOCUMENTS 
IRB Member (and Consultant) Conflict of Interest Agreement 
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7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
Who Task 

Members 
when joining the IRB, and annually update that information.
Disclose all financial and professional conflicts of interest to the Director

 
 

 
may appear to exist.
Recuse themselves from IRB 

 
deliberations and voting where a COI exists or 

IRB Coordinator Document COI disclosures and IRB members in IRB meeting minutes. 
Director 

 
agreement and 

meeting minutes.

Meet in person or by phone with potential consultants to review the COI 

Maintain documentation of IRB member COI via the agreement form and 

assist with completing the form.

 

 

Members

Chairperson, IRB
Coordinator, 

 

 
deliberations subject to 
Ensure that IRB members with a COI do not participate in the IRB 

their COI disclosures. 
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1. PURPOSE 
The policy describes signature authority for IRB actions. 

 
2. POLICY 
The Chairperson(s), Vice Chair(s), Director, and IRB 

as subjects, which have been reviewed and approved pursuant to The University of South Dakota 
documents in connection with the review and approval of research projects involving the use of humans 

policies and procedures. 

Coordinator are authorized to sign any, and all 

 

 

VA Research

signed by the Chair
disapprove a proposed research activity, or modifications required to secure IRB approval must be 

: Initial review of VA Research, the written IRB notification of its decision to approve or 

, Chair designee, or the voting member of the IRB who reviewed the research. 

3. SPECIFIC POLICIES 
3.1 Authorization for Signatory Authority 
Authorization to sign documents not described in this policy may be made in writing to the Director. 

 
3.2 Chair Designee 
The Chair may authorize exp
act as his/her designee. Authorizations will be made in writing. 

established IRB and has demonstrated a dedication to the protection of human subjects wi
actions and comments.

demonstrated a consistent and comprehensive pattern of review of assigned protocols with or for an 

 

erienced members of the IRB, including but not limited to the Director,
An experienced member is one who has 

th his/her 

 to 

 
3.3 Results of Reviews, Actions and Decisions 

Coordinator, Director, Chair, or designee. Contingencies and VA approvals will 
Exempt, Expedited, or Full Board, initial or continuing review approvals may be signed by the IRB 

Director, Chair, or designee. 
be signed by the 

 
3.4 Routine Internal Correspondence 
Any action, letters, memos, or e
staff of The University that provide information concerning the review of r
or staff may be signed by a OHSP staff member.

-mails between the IRB and/or OHSP, and/or members of the faculty or 

 
esearch protocols by the IRB 

 
3.5 Correspondence with External Agencies 
Any letters, memos, or e
private or public) or their agents will 

-mails sent to agencies of the federal government, funding agencies (whether 
be signed by the Director or Vice President for Research. 

 
4. RESPONSIBILITY 

Chairperson is responsible for authorizing designees.

Chairperson, members and staf

Director is responsible for establishing the overall procedure for delegating signatory authority. 

f are responsible for adhering to institutional signatory authority policies.

 

 

106-SOP SIGNATORY / DESIGNEE AUTHORITY 
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5. APPLICABLE REGULATIONS AND GUIDELINES 
45 CFR 46.103, 46.115 

 
6. APPLICABLE DOCUMENTS 
Chair Designee Letters. These letters can be found in the OHSP Compliance Drive. 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

IRB Coordinator

Director or
Chairperson(s) or 
Vice Chairperson or 

 

 
Signs all documents 

Staff members are not authorized to sign any correspondence with external 
and correspondence with external agencies.

agencies.

being signed.
Establishes signature authority delegation based on nature of documents

 

 
related to the review and approval of research projects 

 

 

Chairperson Establishes designee(s) authority in writing. 

IRB Coordinator
Director 

 
Sign routine internal correspondence or actions taken by Chairperson if 
authorized to do so by the Chairperson. 
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1. PURPOSE 
This 
conducted at, or by agents of, The University of South Dakota.

policy states the requirements for the composition of the IRB responsible for reviewing research 
 

 
2. POLICY 

 
The University of South Dakota will make every effor

The IRB shall be able to ascertain the acceptability of proposed research in terms of in

welfare of human subjects. Therefore, the 

commitments and regulations, applicable law, and standards of professional conduct and practice. The 

Qualified persons from multiple professions shall be considered for membership. IRB membership shall 
not consist entirely of a particular sex.

IRB, within the scope of available expertise needed to conduct its functions.

IRB should also be able to promote respect for its advice and counsel in safeguarding the rights and 

 

IRB shall consist of at least five regular, voting members.

t to have a diverse membership appointed to the 
 

stitutional 

 

 
3. SPECFIC POLICIES 
3.1 Membership Selection Criteria 
The IRB members shall be sufficiently qualified through experience and expertise f

The membership shall be divers

There shall be at least one m

shall be at least one member who is a licensed physician.
other affiliation with this institution, either self or family member. For FDA

and institutional commitments. Therefore, the IRB shall include persons knowledgeable in these areas. 

attitudes, to assess the research submitted for review.

proposals in terms of regulations, applicable law and standards of professional conduct and practice, 

background, clinical experience, healthcare experience, and sensitivity to such issues as community 

member whose primary concerns are in nonscientific areas. There shall be one member who has no 
ember whose primary concerns are in scientific areas and at least one 

e, so selection shall include consideration of race, gender, cultural 

 

 
-regulated re

or reviewing research 

search, there 

 

 
3.2 Regular and Alternate Members 

adequate reviews of the types of research activities commonly reviewed by the IRB. Regular members 
must include:

Regular members: The backgrounds of the members shall be varied in order to

 

 promote complete and 

 
• 

the immediate family of a person who is affiliated with the institution. The nonaffiliated 

which The University of South Dakota draws its research subjects. The n
should not be vulnerable to intimidation by the professionals on the IRB, and his/her services 
should be fully utilized by the

a
Consideration should be given to recruiting individuals who speak for the communities from 

Nonaffiliated member(s): 
relationship with the organi

member(s), who can be either a scientific or nonscientific reviewer, should be knowledgeable 
bout the local community and be willing to discuss issues and research from that perspective. 

Nonaffiliated is defined as: The member has no employment or other 
zation and is not otherwise affiliated with the institution or part of 

 IRB. 

onaffiliated member(s) 

200-SOP COMPOSITION OF THE BOARD 
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• Scientific member(s): 
scientific and statistical merits and standards of practice. These members should also be able to 
advise the IRB if additional expertise in a scientific area is required to assess if a protocol 
adequately protects the rights and welfare of

Scientific members must contribute to the evaluation of a study o

 subjects. 

n its 

 
• 

are individuals whose education, work, or interests are not primaril
areas.

Nonscientific member(s): 
members whose main concerns are not in scientific areas. Therefore, nonscientific members 

 

The intent of the requirement for diversity of discipline is to include 

y in medical or scientific 

 
• 

group, either an ex

decision making 

Representatives of special groups of subjects
members or consultants who are knowledgeable about the concerns of certain groups may be 
required. If an IRB reviews research inv

be included on the IRB. When reviewing research involving children, individuals with impaired 

membership must include at least one member who is an expert in the area of the
capacity, or economically or educationally disadvantaged persons, IRB 

-prisoner or an individual with specialized knowledge about this group, must 
olving prisoners, a member who can represent this 

: When certain types of research are reviewed, 

 research. 
 

• FDA: 
licensed phy
licensed in the state of South

When FDA
sician member; therefore, at least one (1) member of each IRB must be a physician 

-regulated products are reviewed, the convened meeting must include a 

 Dakota. 
 

• 

Vice President for Rese

Chairpersons: 
outside the University community, fully capab

and can be either a scientific member or nonscientific member. The Chair is an appointee of the 
before it with fairness and impartiality. The Chair must be an experienced member of the IRB, 

regular member of the IRB with all applicable responsibilities of voting and

The IRB Chairperson should be a highly respected individual from within or 

arch. The position is a one year appointment. The Chair is considered a 

le of managing the IRB and matters brought 

 motions. 
 

• Alternates: 

Alternates will receive all materials for meetings and general updates so they are able to actively 

convened meetings. Alternate members have qualifications comparable to the applicable 

officially substituting for a designated regular member. Alternates may be asked to attend a 

Coordinator maintains the list of alternate

regular member and may be alternates for more than one IRB member. Alternates are not 
required 

meeting when their expertise is needed and/or when they are needed to establis

participate in meetings. Alternates on campus may also be asked to review proposals. The IRB 

to attend each meeting, but are encouraged to attend. Alternates will only vote when 

Alternate IRB members replace regular IRB members who are unable to attend 

 members. 

h a quorum. 

 
3.3 Consultants 

section 3.4. The consultant will be required to sign a “Confidentiality Agreement” and “IRB Memb

consultation with the Chair will contact a
assistance. The consultant will be given all same materials as the Primary and Secondary Reviewer per 

(and Consultant) Conflict of Interest Agreement”.

needed to provide an expertise review. If the need for a consultant is identified, the Director in 
Each protocol will be reviewed by the Director prior to the meeting to determine if a consultant is 

n appropriate expert (consultant) and arrange for his/her 

 
er 
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The consultant may attend the IRB meeting in person or by teleconference. The consultant may 

unable to attend the IRB meeting, a written report will be requested and all members will receive a copy 
participate in the deliberations and make recommendations, but may not vote. If the consultant i

prior to the IRB meeting. The consultant’s report will become part of the meeting minutes. 

s 

 

to the IRB will be recorded in the minutes.
If the consultant does not provide a written report, key 

 
information from the consultant’s verbal report 

 
3.4 IRB Roster 

Any change to the IRB roster will be reported to OHRP. 

An IRB roster of regular and alternate members will be maintained for the IRB. The IRB members will be 
queried at the time of IRB appointment and approx

The IRB roster will contain, but not be limited to: 

imately each year to evaluate any changes. 

• 
• 
• 
• 
• 
• Affiliation

Scientific/nonscientific
Representative capacity (e.g.

Earned

Membership
Relationship of the member to the

List of members for whom the alternate member can

Name of IRB

Experience and

 degrees

 status

 

 

member

status

 

 

credentials
 

 

 

 status

 
 
 
children, prisoners, Native American, pregnant

 organization, 

 substitute 

 women) 

• 
• 
• 

 
VA Research: 

• 

• 

T

T
t

V
c

a

m

R

F

he IRB. The RCO may not serve as a voting or nonv

hange in

ttend meetings of the IRB when invited by the

or a VA using an academic affiliate’s IRB, the roster must conform to the

he VA 

he VA research compliance (RCO) officer may serve as a nonvoting consultant, as needed, to 

A facility holding the FWA must provide ORO with an updated roster wi
egardless of whether the IRB of Record is operated by the VA facility or by another entity, the 

atters coming before the
representatives serving as full members of the IRB may also review non

 membership. 

 IRB. 

 IRB.
oting member of the IRB. The RCO may 
 

thin 30 days of any 

 following:

-VA research 

 

• 

• 
o 

within a behavioral or biomedical research discipline should be considered a scientist, 
while members whose training, background, and occupation are outside of a behavioral 
or biomedical research discipline should be considered a

Members whose training, background, and allied health professionals

 nonscientist.

 

 

occupation are 

 
4. RESPONSIBILITY 
Vice President for Research is responsible for ensuring the IRB has adequate resources to identify and 

and Vice Chair.
recruit qualified potential members and for their appointment and the appointment of the Chairperson 

 
 
 

Director is responsible for recruiting and installing new IRB members. 
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Chairperson and Director are responsible for recruiting and evaluating new IRB membe

Director is responsible for the maintenance of the IRB roster, including reporting changes to OHRP. 

rs. 

5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Directive 1200.05

45 CFR
21 CFR
FDA Information Sheets, FAQ section II, questions 14, 15 

 
 
46.107
56.107

 
 

 
 

6. APPLICABLE DOCUMENTS 
Confidentiality Agreement
IRB Member (and Consultant) Conflict of Interest 
Determining if IRB Members are Unaffiliated Checklist

 
Agreement 

 
 

7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
    

 

 

 
 

 
 

 
 

 
 

Director and/or Chair 
Contacts consultants and follows up as needed.
Reviews all incoming protocols to determine if consultants are needed.

 
   

AVPRC, Director, community affiliation and professional experience) through non-

Who Task

Director Follow established criteria for appointing VA member representatives. 

Chairperson discriminatory selection methods.

Director Maintains a roster of available consultants who are eligible and qualified 

IRB Coordinator Maintains a file on all members, to include their curriculum vita, 

Vice President for Research, Ensures the overall diversity of the IRB membership (gender, race, ethnicity,

Vice President for Research, Follows established criteria, appoint regular and alternate members.

to attend meetings as invited consultants.

Sends/ensures consultants have all study information and have signed

education, letters of nomination, and other evidence of professional 
ability.

and sent back confidentiality agreement and COI form.

Ensure nonaffiliated members are unaffiliated by using “Determining if IRB
Members are Unaffiliated Checklist”

Maintains a roster of all regular and alternate members. 
Reports changes to IRB membership to OHRP.
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1. PURPOSE 
To describe staff administration and oversight of the IRB to ensure continuity of 
the expertise and commitment to meet its regulatory and institutional mandates.

membership that has 
 

 
2. POLICY 
The management of the membership of the IRB and oversight of member appointments, IRB
activities, communications, and other administrative details are the responsibility of the OHSP.

-related 
 

 
3. SPECIFIC POLICIES 
3.1 Term 

Chairperson, Director, and the Vice President for Research.

Members, including the Chairperson and alternates, will serve on the IRB at least three years. 
Reappointment for additional terms may occur, by mutual agreement of the IRB m

 
ember, IRB 

 
3.2 Appointments 
The Vice President for Research in consultation with the IRB Chairperson and/or Director has the 

The Chair of the IRB will be determined by interest in the position and expertise. The final decision will 
South Dakota and surrounding South Dakota communities.
authority to appoint regular and alternate members. Members will be solici

be determined by the VPR. 

 
ted from The University of 

 
3.3 Appointment of VA Committee Members 
The 

VA Research and Development officials including, but not 

Administrative O

VA members may serve as full members of the IRB; this includes reviewing non

serve as voting members of the IRB. The Associate Chief of Staff for Research and Development and the 

coming before the IRB.

appearance of conflict of interest.
meetings as a consultant when invited by the IRB Chair and must be sensitive to the occurrence of 

Research and Development and the Administrative Officer for Research and Development, may not 

IRB serves as the IRB of record for the Fargo VA and Sioux Falls VA.

fficer for Research and Development and/or Research Compliance Officer may attend 

 

 

limited to the Associate Chief of Staff for 

 

-VA research matters 
 

 
 

 
 
 

3.4 Resignations and Removals 

through passage of a motion to the effect by two

A member ma

for a replacement.
will forward the req

cause, or inability to perform the functions of an IRB member. The IRB shall initiate removal action 

possible. A member may be removed by the Vice President for Research upon recommendation of the 
IRB. Grounds for removal include failure to attend IRB meetings on a re

y resign before the conclusion of his/her term. The vacancy will be filled as quickly as 

 
uest for removal to the Vice President for Research along with a recommendation 

-thirds majority of the full IRB. The Chair or Director 

gular basis without reasonable 

201-SOP MANAGEMENT OF THE BOARD 
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3.5 Compensation 

component of their job responsibi
not affiliated with The University of South Dakota shall receive reimbursement for their time for each 
meeting attended. The Chair of the IRB may be compensated at the discretion of the VP

Participation by The University of South Dakota faculty or staff as IRB members is considered a 
lities as established by their supervisors. Regular members who are 

R. 
 

3.6 Evaluation 

regulatory and organizational requirements.
IRB Committee composition will be evaluated annually to ensure committee composition meets with 

 
• 

• 

the Director and shared with the VPR. All evaluations will be kept anonymous and only de

IRB Member Evaluation: 

each member either by e

Chair. The evaluations will be 
Chair Evaluation: 

identified data will be presented to the Chair to ensure IRB member

member self-evaluation will be reviewed by the Chair and Director. Feedback will be given to 

Annually, each IRB member will complete an anonymous evaluation of the 

Annually, each IRB member will complete a self

-mail, phone call, or in

reviewed by the Director. Feedback will be given to the Chair by 

 person. 

 confidentiality.

-evaluation. The 

 
- 

 
4. RESPONSIBILITY 
Vice President for Research is responsible for the appointment and removal of IRB members. 

Director is responsible for day

Director and Chairperson are responsible for IRB member yearly

-to-day management of the activities of the IRB members.

 evaluations and feedback.

 

 
 

5. APPLICABLE REGULATIONS AND GUIDELINES 
VHA Directive 1200.05 

 
6. APPLICABLE DOCUMENTS 
New Member Welcome Packet (Appointment Agreement, Confidentiality Agreement) 
IRB Member Self Evaluation
IRB Chairperson Evaluation 

 

 
 

7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
Who Task 

Research
Vice President for

 
 

appoints members of The University of South Dakota faculty and staff and 
members of the local 

In consultation with the Director and other appropriate parties, identifies and

community to serve on the IRB(s). 

 

Director 
the interested parties.
Discusses the responsibilities and time commitment of IRB membership with 

Notifies OHRP of IRB membership
 

 
Director or IRB
Coordinator 

 Provides training materials to new member. 

Director or IRB 
Coordinator 

specific protocols to comment on until his/her second full meeting.
materials to review. Informs the member that he or she will not be assigned
Notifies the new member of the next meeting, sending a packet of agenda 
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Members Read information in the New Member packet. Sign and return agreements, 

Director an IRB member, as well as the expectations of the position. 
Chairperson, Meet with the new member and review the role and responsibilities of being 

Attend the next meeting of the IRB as an observer, in order to meet 
colleagues and observe the review process. 

confidentiality issues dealing with their service on the IRB. 

and review designated educational materials. 

meets regulatory and organizational requirements. Provide feedback to IRB 
members and Chair. 

New members are also to be sensitive to conflict of interest and 

Document that the new member completed required training. 
Evaluate IRB membership, Chair and IRB members to ensure that committee 
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1. PURPOSE 
This policy defines the duties required of IRB members. 

 
2. POLICY 

versed in regulations governing human subject protection, biomedical and behavioral research ethics, 

she is not serving on the IRB to expedite the approval of 

and t

administration, the investigators whose protocols are brough
nonprofessional sources.

beings who are serving as the subjects of that research. The IRB member must understand that he or 

be and must be perceived to be fair and impartial, immune from pressure either by the institution’s 

Each IRB member's primary duty is the protection of the rights and welfare of the individual human 

Investigator and the research subjects. In order to fulfill their duties, IRB members are expected to be 

he policies of The University of South Dakota germane to human subject protection. The IRB must 

 

research, but to be a gatekeeper between the 

t before it, or other professional or 

 
3. SPECIFIC POLICIES 
3.1 Term of Duty 

their discretion. IRB member duties will be described prior
expected to understand the duties of IRB members prior to accepting his or her appointment.

Regular IRB members are expected to commit to at least three year term of service and can continue at 
 to appointment and each IRB member is 

 
 

3.2 Specific Duties 
Regular and Alternate Members: 

• 

• 
germane to their knowledge, expertise and experience,

Scientific members

Chairperson: 

on its scientific and sta

example, members who are lawyers should present the legal views of specific areas that may be 

assess if a protocol adequately protects the rights and welfare of

expedited review when appropriate. The Chairperson is empowered to s
a clinical trial deemed to place individuals at unacceptable risk, pending IRB review. The 

able to advise the IRB if additional expertise in a scientific area is required to assess if a protocol 
adequately protects the rights and welfare of

discussed, such as exculpatory language or state requirements regarding consent. Nonscientific 

Chairperson chairs the meeting. The Chairperson performs or delegates to a voting IRB member 

Chairperson is also empowered, pending IRB review, to suspend the conduct of a study if he/she 
determines that an investigator is not following

Nonaffiliated members: 

Nonscientific members: 

knowledge about the local community and be willing to discuss issues and research from that 
perspective.

members should advise the IRB if a

 

In addition to the above responsibilities (germane to the member's capacity), the 

: Scientific members are expected to contribute to the evaluation of a study 
tistical merits and standards of practice. These members should also be 

Nonscientific members are expected to provide input on areas 

Nonaffiliated members are expected to provide input re

dditional expertise in a nonscientific area is required to 

 subjects.

 the IRB

 

 

 

requirements.

professional and otherwise. For 

 subjects.

 

uspend the conduct of 

 

garding their 

• 

• 

o The Chairperson may delegate to the Vice Chairperson or to an experienced IRB 
member the responsibility to assist or act on behalf of the Chairperson in particular IRB 
matters and at IRB meetings, either as a general procedure, or on a case-by-case basis. 

202-SOP DUTIES OF IRB MEMBERS 
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The Chairperson also may delegate any of his/her authority and/or responsibilities as 
appropriate to other qualified individuals. 

 
Primary and Secondary Reviewers 

 
When reviewing a study, if the IRB reviewing member has issues or questions for the PI to address, t

specific actions to the IRB. He or she leads the IRB discussion of the study and is expected to identify 

communicate to the PI. All communications with the PI will go through the Office of Human Subjects 

assigned. The Primary Reviewer presents his or her findings resulting from review of the application 

absence of the Primary Reviewer.

materials and pr

pertaining regulatory requirements for studies involving protected popu

reviewing member will relay the questions to the Office of Human Subjects Protection, who will then 

In addition to the duties described in section 3.2 eac
Primary Reviewer for assigned studies at convened meetings. Secondary Reviewers will also be 

Reviewer adds to the discussion, as necessary or serves as the discussion leader in the unexpected 

Protection. 

ovides an assessment of the soundness and safety of the protocol and recommends 

 

h regular member will be expected to act as a 

lations. The Secondary 

he 

 
Members (When Not Assigned as Primary or Secondary Reviewer) 
All members attending the convened IRB meeting will receive all submission materials. When a 
reviewer is not assigned as a Primary or Secondary Reviewer, the reviewer will review the study 
materials thoroughly enough to provide input into the discussion. 

 
4. RESPONSIBILITY 

members.
Director is responsible for clearly articulating all IRB members’ duties to potential and current IRB

IRB members are responsible for fulfilling their duties as specified.

 

 

 

 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 
OHRP IRB Guidebook
FDA Information Sheets FAQ, section II, question 17.

 
 

 
6. APPLICABLE DOCUMENTS 
Responsibility of the Director 
Responsibility of the IRB Coordinator 
Responsibility of an IRB Member 
Responsibility of an IRB Alternate 
Responsibility 
Responsibility of the Chair 
Responsibility of the Vice

of a Reviewer 

 Chair 
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7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
Who Task 

Director, Chairperson Meet with prospective members to discuss expectations. 

IRB 
Director, Chairperson, 

Coordinator 

there is adequate staff support to ensure that members are able to function 

Annually evaluates IRB members and Chairperson and provides feedback. 

As needed, makes recommendations to the Chairperson regarding changes to 
as documented.

questions from IRB members as needed.

descriptions, staffing, meeting schedules, and other factors that affect 
members' abilit

Maintain up

Ensures that members are carrying out their expected functions and t

-to-

y to perform their roles.

date descriptions of member responsibilities. Answer 

 

 

 

hat 
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1. PURPOSE 
This policy outlines the required documents and supporting information required from 
IRB review. 

investigators for 

 
2. POLICY 

A protocol requiring review will be scheduled for IRB review when staff has determined that the 

continuing review. Therefore, this material must provide IRB members with enough information about 
a study to assess if it a

information and materials submitted present an adequate description of the proposed research.

IRB members often rely solely on the documentation submitted by investigators for initial and 

dequately meets the criteria for approval. 

 
 

3. SPECIFIC POLICIES 
3.1 Submission Requirements for Initial Review 
3.1.1
must submit:

 Required: Investigators applying for initial approval of a proposed 
 

biomedical research protocol 

• 
• 
• 
• 
• 
• 
• 
• The 

VA Conflict of Interest form, one for each person listed on the protocol (VA research
Scope 

Grant application, if

applicable for more than minimal risk

Questionnaires & assessment

Medical IRB Submission
Research protocol or protocol
Investigator Brochure, or device

Proposed Informed Consent document/Assent and Permission documents (if
Recruitment materials, proposed subject
DHHS

Data Safety Monitoring Plan (DSMP) or Data and Safety Monitoring Board Plan (DSMB), if 

IDE or IND FDA assignment

complete DHHS
-approved sample consent document (when one

of Practice, one for each person listed on the protocol (VA research

 
-
applicable
approved protocol (when one

 form

 letter

 

 

 

instruments

summary

 

 specifications

 
 research

 

 instructions

 
 

 

 exists)

 
 exists)

 
 

 only)

 applicable)

 
 only)

 

 

• 
• 

• 
• 
• 

 
In addition, applicants may be required to submit: 

• 
• 
• 
• 
• 

• 

• Contract of funding agency minus the

number of

Disclosure Form B (Disclosure of Fina
Documentation of completion of required
FDA Form 1572 (drug study) or signed investigator agreement (device
Privacy Board documentation (HIPAA), if
If additional IRB review being sought at another institution: name, address and telephone 

Documentation of approval by another University committee, e.g., Biosafety Committee and 
Radiation Safety

 IRB 

 Committee 

ncial

 budgetary

 applicable

 
 
Interest)
training

 pages

 
 

 

 

 study) 

 

educational or health science 
3.1.2 Required: Investigators applying for initial approval of a proposed 

research protocol must submit: 
social behavioral, 

• Non-Medical IRB Submission form 

300-SOP SUBMISSION REQUIREMENTS FOR IRB REVIEW 
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• 
• 
• 
• 
• 
• 
• 
• The complete DHHS

Supporting material, such as examples of recruitment advertising,

Questionnaires & assessment

Grant application, if

applicable for more than m

Research protocol or summary (if

Proposed Informed Consent document/Assent (if
Proposed subject

Letters of
DHHS

Data Safety Monitoring Plan (DSMP) or Data and Safety Monitoring Board Plan (DSMB), if 

-approved sample consent document (when one
 permission

 instructions

 
-
applicable
approved protocol (when one

 

inimal risk

 

 

instruments

 

 applicable)

 research.

 
 

 

 applicable)

 exists)
 exists)

 

 

 

 etc. 

• 
• 

 
In addition, applicants may be required to submit: 

• 
• 

• Contract of funding agency mi
number of

Documentation of completion of required
If additional IRB review being sought at another institution: name, address and telephone 

 IRB 
nus the budgetary

 training

 pages

 

 
 

3.1.3 Submission Requirements for Exempt Research 

• 
• A protocol

Advertisements, if

Status must submit:

Questionnaires, survey, interview questions, if

number of

Required: Investigators applying for acknowledgement of Exempt 

Exempt Application or New Study form: with all appropriate

Informed Consent, consent statement, cover letter, if

Documentation of completion of required
Letters of
If additional IRB review being sought at a

 permission

 

 

summary

IRB 

 used

 

 

 

 

nother institution: name, address and telephone 

 training

 used

 

 
 appropriate

 signatures

 

 

• 
• 
• 
• 
• 
• 

 
3.2 Submission Requirements for Modification/Amendment and Continuing Review 
3.2.1

in the status of the study including, but not necessarily limited to:
During the approval period, investigators must submit documentation to inform the IRB about 

 Modification/Amendment 

 
changes 

• 
• 
• 
• 
• Any other relevant documents provided by the

Completed Project Update

Current approved consent/assent document (if

Interim

Revised IRB Submission form i

Investigator’s protocol or sponsor’s protocol (if

 results 

 form

f change is

 

 significant
 

 
 
applicable)

investigator

applicable)
 

 
 

 
• 

 

Thirty (30) days prior to IRB approval expiration date, investigators requesting renewal of an approved 
3.2.2

research project

 Continuation/Renewal of IRB

 must submit but not be limited to:

 Approval 

 
• Completed Continuation/Renewal form 
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• Copy of the current approved protocol and all intermediate
Copy of the current consent

Current IRB 
Newly proposed consent

Submission Form or updated IRB Submission
 documents(s)

 document(s)
 

 

 form

 amendments

 

 
• 
• 
• 
• 
• 
• Any other relevant documents provided by the

Interim results 
 investigator 

 
3.3 Action Taken If Documentation is Not Adequate or Additional Information is Needed 

explain the details of the study. No incomplete submissions will be reviewed by the IRB.
required to submit additional information, or their presence may be required to answer questions or 
If the IRB or staff determines that the submitted documents are not adequate, investigators may be 

 
 

4. RESPONSIBILITY 

 

 
submission elements.
Director or IRB Coordinator is responsible for preparing member review materials and review of initial 

IRB Coordinator is responsib

Director will review all projects to determine if additional specific expertise consultation is needed.

 

le for submission receipt, tracking and acknowledgements. 

 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 
45 CFR 46.115

South Dakota Board of Regents Policy: Investigator 

OHRP COI Policy Draft

21 CFR 56.108 (a)(4)
21 CFR 312, 812

USD Financial Conflict of Interest (Objectivity in Research)

ICH Good Clinical Practice (GCP) Guideline

NIH Guide – Objectivity in Research 

 

 
 

 

 
Financial Disclosure 4:32 

 

 
6. REFERENCED DOCUMENTS 
Medical IRB Submission Form
Non
Location/Site Form

-Medical IRB Submission Form 
 

 



THE UNIVERSITY OF SOUTH DAKOTA -- INSTITUTIONAL REVIEW BOARD -- STANDARD OPERATING PROCEDURES 

Last revised 
February 2023 

 

41 of 185  

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

IRB Coordinator
Director, 

 
Check IDE/IND number to ensure validity.
investigators.
Ensure that complete submission information is available and provided to all

 
 

 

IRB Coordinator Date 
Review submission for completeness and note any missing information. 
Forwards to Director for review.

stamp and document receipt of all submissions.

 

 

Director or IRB
Coordinator 

 
approval.
Contacts other committee(s) to check on status of study review and or

 
 

Director 

determines if expert consultation is needed.

Full Board New Studies/Continuations/Modifications
Reviews submissions, assigns to Primary/Secondary Reviewers and/or 

Reviews high
Reviews studies 

-risk studies 
involving vulnerable populations 

–routes to full Board.
 

 
–routes to full Board.

 

 

IRB Coordinator
Director, 

 
Evaluate and review claims for exemption from IRB review, document. 
Evaluate submission that fit requirements for expedited review.
Route to Chair or reviewer. 

 

IRB Coordinator 

Adds new submissions for full IRB review to agenda for next meeting.
incomplete submissions.

Prepares submissions for IRB review.
Requests from investigator/project director any missing elements from 
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1. PURPOSE 
To provide the framework to ensure that IRB meetings are conducted and documented in a consistent 
manner in order to meet federal and institutional requirements. 

 
2. POLICY 

convened meetings at which a quorum and appropriate expertise is present. The IRB will meet monthly, 
or at some other frequency determined by the Chairperson and the Director.

Except when an expedited or exempt review procedure is used, the IRB will review propo

 

sed research at 

 
3. SPECIFIC POLICIES 
3.1 Quorum 

• 
• 

• An alternate member ma

A quorum consists of regular and/or their alternate members and 
A quorum is defined as the majority of

When FDA

When the IRB reviews research that involves participan

at the

experienced in working with such participants must be present at the convened

Consultants will not be used to establish a quorum and may not vote with the

are in nonscientific

quorum.

quorum requirements outlined

is a licensed physician must be present at the convened

influence, at least one person (member or consultant) who is knowledgeable about or 

means deferring the vote to 

member whose primary concerns are in scientific areas

For research to be approved, it must receive the approval of a majority of the members present 

If quorum is lost during a meetin

IRB members who leave the room due to a conflict of interest cannot be counted towards 

 meeting.

 

-regulated research at a VA Medical 

 

 areas.
y attend in the place of an absent regular member in order to meet the 
 

a later 

 above.

g, the IRB will not vote until quorum is restored even if that 
meeting.

 

 the voting

 

Center is reviewed at least one IRB member who 

 members.

 and one member whose primary concerns 

ts vulnerable to coercion or undue 

 meeting.

 

 

must include

 IRB.

 meeting.

 

 at least one 

 

• 

• 

• 

• 

• 

• 
 

3.2 Primary and Secondary Reviewers 

to their scientific or scholarly expertise, and if there are not 
Secondary Reviewers for each research proposal, including continuations, and amendments, according 

expertise, an expert consultation will be arranged.

depth review of the protocol, the protocol will be deferred to th

Prior to the 

If there is not an appropriate scientific or scholarly reviewer (member or consultant) to conduct an in

meeting, the IRB Coordinator, with assistance from the Director, will designate Primary and 

 
IRB members with the appropriate 

e next month’s IRB meeting. 
- 

 

 
3.3 Meeting Materials Sent Prior to IRB Meetings 
All IRB members including those attending by conference call and alternates will have access to all 
required meeting materials at least seven (7) days in advance of the meeting to al
review. 

low time for adequate 

301-SOP IRB MEETING ADMINISTRATION 
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All members will have access to 
secured website.

and Secondary Reviewers for each study that is to be reviewed. The agenda also includes reporting of 
exempt and expedited studies and actions.

Each member will receive an agenda, the agenda will list which members are assigned to be 

 
all the submission documents as well as the entire study file, via a 

 

the Primary 

IRB meeting materials include, but are not limited to: 
Initial Review 

• 
• 
• 
• 
• 
• 
• 
• 

solicitations and physician
Grant application, if 

applicable for more than minimal risk

Copies of surveys, qu

Compete DHHS
Checklists appropriate for each specific

Copies of letters of assurance or cooperation with research

IRB application
Disclosure For
Full investigator’s or sponsor’s

Proposed informed consent document(s) and/or script as
Investigator brochure (studies involving an experimental drug or

DHHS

Data Safety Monitoring Plan (DSMP) or Data and Safety Monitoring Board Plan (DSMB), if 

Recruitment/advertising intended to be seen or heard by potential subjects, including e

-approved sample consent (if

m B (Disclosure of Financial Interest) if
 

-approved protocol (if

applicable

estionnaires, or

 letters

 

 

protocol

 

 applicable)

 videotapes

 

 

applicable)

research.

 

 

review 

 
 

 

 

 applicable

 appropriate

 sites

 

 

 device)
 

 

-mail 

• 
• 

• 
• 
• 

 
Continuing Review Materials 

• 
• 

• 
• Any newly proposed consent

Any other relevant documents provided by the

approved by the IRB

Current IRB Submission Form or updated IRB submission (updated as

Current approved

Check lists appropriate for each specific

Completed Continuing/Renewal form (status
Investigator’s protocol or sponsor’s protocol including any protocol modification

 consent/assent
 

 document(s)
 document(s)

 review

 

 report)

 
 

 

investigator

 

 
 necessary) 

 previously 

• 
• 
• 

 
Amendments/Modifications/Changes/Additions to the Research 

• All IRB members are provided and are asked to review sufficient information about the 

Any other relevant documents provided by the

and Secondary Reviewers)

Check lists appropriate for each specific

Current IRB Submission

Completed Project Update

Current approved consent/assent document (if

proposed modifications to previously approved research to determine whether the modified 
research continues to 

Investigator’s protocol or sponsor’s protocol (if

fulfill the criteria for approval. The reviewer materials (including Primary 

 form

 
 
include:
form

 

 
 

 review
 
 

 
 
applicable)

investigator

applicable)
 
 

 

• 
• 
• 
• 
• 
• 
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Flagging a Medical Record: 
• The IRB determines flagging is necessary. A majority of members must vote in favor of an action 

for that category of action to be accepted by the IRB. Only regular and alternate members 

such will be noted in the

acting in place of absent regular members may vote. The vote will be r
Members with a conflict of interest will excuse themselves from the discussion and voting and 

 minutes. 

ecorded in the minutes. 

 
3.4 Minutes 
The IRB Coordinator will take minutes of each meeting using the IRB Meeting Minutes 
Checklist. Minutes will be written in sufficient detail to show the following: 

Template and 

• Attendance at the meeting including: 
o 

that those members have received all IRB materi

Alternate members and whom they are
Status of each attendee (regular member, consultant,

m

participate in the

Names of members excused due to conflicts of interest along with a notation that the 

Members or alternate members attending through teleconferencing and documenting 

Documentation of members leaving and
ember left due to a

 discussion.

 conflict.

 

 

 replacing

 re-entering.

als and can actively and equally 

 

 

 etc.). o 
o 
o 

o 
• 
• 
• Voting results, including the number for, against, 

Actions taken by the IRB on each agenda item requiring full IRB
Separate deliberations for each

interest. 

 action. 
abstaining, and abstaining due to a conflict of 

 action. 

o A member with a conflict of interest of a financial, professional, or personal nature

questions.
not be present during the vote or during any related IRB discussion except to answer 

 

 must 

• 
• 
• 
• Justification of any deletion of substantive modification of information concerning risks or 

The basis f
The basis for disapproving of the
Written summary of the discussion of controverted issues and their

Summary of key information from consultant’s verbal in

altern

determinations,

(initial and continuing

not provided.
Determination of approval 

Determinations required by the regulations, and protocol

Determination of level of
ative procedures contained in the DHHS

or requiring changes in

 

 for: 

 review).

 risk.

period, whether protocols need to be reviewed more than

 

 

 research.
 research.

 
 

-approved sample informed consent

-person report if a written report was 

-specific findings justifying those 

 resolution. 

 document.

 annually 

 
• 
• 

• 

• 

o Waiver of alteration of informed

Research involving
Research involving pregnant women, human fetuses, and

Research involving children as
 prisoners. 

 participants.

 consent. 

 

 neonates. o 
o 
o 

• The rationale for significant risk/non

first meeting that has taken place after the date of
reviewed and approved by the Chair or designee. This documentation must take place at the 
Documentation of approval of research that was contingent on specific minor conditions 

-significant risk device

 approval.

 determinations.

 

 
• 
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3.5 Distribution of Minutes: 
• 
• 
• 

• The Recorder will maintain filed copies of the minutes, agenda and pertinent
of the IRB shall sign and date final

altered by anyone including a higher

Corrections requested by the IRB will be made by the IRB Coordinator and the minutes will be 

Once approved by the IRB members at a s

printed in 

Minute
Draft minutes will be distributed to members at the next IRB meeting for

s must be written and available for review in a timely

final form and made available to members at the following meeting. The Chairperson 
 minutes.

 authority.
ubsequent IRB meeting, the minutes may not be 

 

 

 manner. 
 review.

 materials.

 

 
• 

 
3.6 Meeting Conducted Via Conference Calls 

 

an issue discussed during a convened meeting (no voting by proxy).

participate for the 
place, all members must be connected simultaneously for a conference call to take place 
polling" (where members are contacted individually) will not be accept

Meetings may be convened via a telephone conference call. A quorum (as defined above) must 

Members not present at the convened meeting, nor participating in the conference call may not vote on 

conference call meeting to be convened. To allow for appropriate discussion to take 

 

ed as a conference call.
-- "telephone 

 

 
3.7 Voting 

according to the criteria for approval. Members also will determine level of risk, the frequency of 
review for each protocol, and that the criteria for approval have been met.

Members of the IRB vote upon the recommendations made by the Primary/Secondary Reviewers 

 
 

4. RESPONSIBILITY 

conduct and documentation.

Chairperson or Vice Chair is responsible for conduct and leadership of IRB meeting convened for review.

Chairperson, Vice Chair, Director and/or IRB Coordinator are responsible for IRB meeting procedural 
 

 
 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Directive

45 

South Dakota Board of Regents Policy: Investigator Financial Disclosure 4:32 

OHRP COI Policy Draft

21 CFR 56.108,
FDA Information Sheets, 1998 

USD Financial Conflict of Interest (Objectivity in Research)
NIH Guide 

CFR 46.103,

– Objectivity in

 1200.05

 
 
46.108
56.109

 

 
 

 

 Research 
 

 
6. REFERENCED DOCUMENTS 
IRB Meeting Minutes Template and Checklist 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

IRB Coordinator Completes agenda section of the IRB agenda/minutes template. 



THE UNIVERSITY OF SOUTH DAKOTA -- INSTITUTIONAL REVIEW BOARD -- STANDARD OPERATING PROCEDURES 

Last revised 
February 2023 

 

46 of 185  

 

IRB Coordinator Assembles agenda and uploads all applicable study files to secured website. 

IRB Coordinator Attends meeting of the IRB. Using IRB agenda/minutes template, records 

IRB Coordinator Completes draft minutes for review prior to the next meeting (within three 

Director, IRB Evaluate each protocol prior to the meeting to ensure that at least one IRB 
Coordinator, Chair member is knowledgeable about or experienced in working with participants 

Chairperson Using the IRB agenda/minutes template as a guide, chairs meeting. Ensures 
that quorum is met, expertise is present and all business is addressed, that 

vulnerable to coercion or participants who may be subject to undue 

weeks). 

except as requested by the IRB, or in voting. 
does not participate in the IRB’s consideration of the study for determination, 

influence. If no IRB member is available, obtain consultant per SOP 200. 

includes other pertinent or applicable information needed to be reported to 
unanticipated problem reports received since the last IRB meeting. Also 

proceedings of the meeting. 

proceedings are recorded, and that any member who has a conflict of interest 

Includes in the agenda reporting of exempt reviews, expedited reviews and 

IRB members. 
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1. PURPOSE 
The policies in this section describe the requirements for document pre
IRB review. 

-review and distribution prior to 

 
2. POLICY 

 

The 

the documentation they receive is complete and clear enough 
study design, procedures, and conditions.

IRB members not only have adequate time for thorough assessment of each proposed study, but that 
efficiency and effectiveness of the IRB is supported by administrative procedures that ensure that 

 
to allow for an adequate assessment of 

3. SPECIFIC POLICIES 
3.1 Exemptions 

review and approve Claims for Exemption submitt
logged and filed.

In addition to the IRB Chairs and delegated IRB members, the Director and the IRB Coordinator may 

 
ed by investigators. Such Claims of Exemption will be 

 
3.2 Incomplete Submissions 

the submitting investigator to obtain any outstanding documentation or additional information before 
the application is scheduled for review. Incomplete submissions will be logged, but not assigned for 

materials as determined by the Director or IRB Coordin

revi

Incomplete applications will not be accepted for review until the investigator has provided all necessary 

ew and/or approval. 

ator. The Director or IRB Coordinator will notify 

 
3.3 Scheduling for Review 

401-SOP (Expedited Review). All other applications will be placed on the agenda for the 
 

 earliest meeting possible for review by the full IRB.

Complete applications that appear to meet qualifications for expedited review will be submitted to the 
Chairperson, Vice Chair, or experienced member of the IRB. If a submission meets expedited review 

described in 
requirements, the review will be performed as

 
3.4 Distribution to Members Prior to IRB Meetings 

300-SOP (Research Submission Requirements) will be 
ing, unless deemed 

 
 

 

the meeting in place of a regular member, will receive a copy of the initial application material.

distributed to all IRB members, generally at least seven (7) days prior to the meet

Consultants will only receive copies 

Copies of application materials described in 

urgent by the Director or Chair. Each regular member of the IRB, and any alternate members attending 

of material that pertain to their requested input.

3.5 Confidentiality 
All material received by the IRB will be considered confidential and will be distributed only to meeting 

All application materials will be stored in a project study file with access limited to the IRB members and 
OHSP staff.

participants (regular members, alternate members, and special consultants) for the 

 

purpose of review. 

 
 

4. RESPONSIBILITY 

302-SOP ADMINISTRATIVE REVIEW AND DISTRIBUTION OF IRB MATERIALS 
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triage purposes.

other relevant parties.

activities.
Chairperson or Vice Chair is responsible for supporting and assisting the Director in 

Director or IRB Coordinator is responsible for conducting appropriate assessment of su

IRB Coordinator is responsible for providing complete review material packets to IRB members and 

 

 

 

submission triage 

bmissions for 

 

 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 
21 CFR 56.109 and 45 CFR 46.109 

 
6. REFERENCED DOCUMENTS 
None 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

Director Conducts preliminary assessment of submissions claiming 
IRB review.
Distributes expedited review protocols to Chair or designee.

 
exemption from

 

 

IRB Coordinator, 
Director any missing elements.

Conduct assessment of submission adequacy and contact investigators for 
 

IRB Coordinator Assembles study 
SharePoint.
Sends pertinent protocols to consultants invited to the meeting.

 
information for reviewers and posts materials on 
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1. PURPOSE 
This policy describes the requirements for document management, retention, and archiving. 

 
2. POLICY 

 

 

The IRB files must be maintained in a manner that contains a complete history of all IRB actions related 
to review and approval of a protocol, including continuing

funding departments, or agency, regulatory agencies, and institutional auditors at reasonable times and 

in an appropriate manner as required by regulatory requirements and/or institutional policy.

in a reasonable manner.

reports. All records regarding a submitted study (regardless of whether it is approved) must be retained 

Required documents must be submitted to the 

Records must be accessible for inspection and copying by authorized representatives of the sponsor, 

 

appropriate funding entity as required.

 reviews, amendments, and adverse event 

 

 

 
3. SPECIFIC POLICIES 
3.1 Document Retention 
The Office of Human Subjects Protection (OHSP) must retain all records regarding an application 
(regardless of whether it is approved) for at least: 

• 
• 

VA R&D Office for

VA research: The required records, including the investigator’s research records, must be 

0015
completion of the research project. The OHSP will inform the respective VA R&D office prior to 
disposal of investigators research records. In some cases, the records will be transferred to the 

retained following disposition instructions published in VHA's Records Control Schedule (DAA

HIPAA

Non-VA research: Three (3)

-2015

-related: six (6)

-004).” In general, this is 6 years following the end of th

 storage.
 years

 
 

 years 

e VA fiscal year after 
- 

• 
 

 
Applications that do not meet the definition of “research” and “human participant” as defined in DHHS 

completion 

approval of the protocol, the IRB records include copies of:

participants, the OHSP must retain all records regarding that research for at least three (3) years after 

regulations and do not meet the definition of “clinical investigation” in FDA regulations will be 
maintained for three (

In order to allow a reconstruction of a complete history of IRB actions related to the review and 

For all applications that are approved and the research initiated, including studies that did not enroll any 

or cancellation of the research.

3) years. 

 

 

 

• Investigator’s brochure, if
Recruitment
Data a safety monitoring repor
Modifications to previously approved
Documentation of

 materials.

 non-

 

compliance.

 any. 

ts, if 

 

any.
 research.

 
 

• 
• 
• 
• 

303-SOP DOCUMENTATION AND DOCUMENT MANAGEMENT 
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documenting the criteria for approval are met, and o

involving risks to participants or others.
noncompliance is serious or continuing, and whether a reported event is an unanticipated problem

IRB records document determinations required by laws, regulations, codes, and guidance, including 

 

ther required determinations, including whether
 

 

 

3.1.1 Documents: 
Adequate documentation of the IRB activities will be prepared, maintained and retained in a secure 
location. Retained documents include: 

 
General office: 

• Agendas and minutes of all IRB

A resume or C.V. for each IRB
Copies of all correspondence between the IRB and VA R&D

Protocols cancelled without participant
 member.

 meetings.

 
 enrollment.

 

 

 Committee. • 
• 
• 

 
Study files: 

• 
• 
• 
• 
• 
• 
• 
• 
• Approved consent documents, and reports of adverse events, unexpected adverse events, and 

Scientific evaluations, if any, that accompanies the

Statements of significant new findings provided 

Copies of all original research

Copies of all correspondence between the IRB and

Copies of all 

unanticipated problems occurring to subjects and reported deviations or violations from the 
protocol.

DHHS
Progress reports submitted by
Reports of injuries to

Reports of any complaints received from

Unexpected adverse events sub

Records of continuing review

For each protocol’s initial and continuing review, the frequency of the next
Protocol violations submitted to the

-approved sample consent 

 
submitted monitoring reports, site visit

 subjects.
 

 

activities.

protocols.

 
 
investigators.

mitted to the

documents, if

 IRB.

 

 

 

 subjects.

 

 IRB.

 applicable.

to subjects as submitted by the

 

 

 

 

investigator.

proposals.

 reports.

 

 

 

 

 review.

 investigator.

 

 

• 
• 
• 
• 
• 

 
For initial and continuing review of research by the expedited procedure: 

• Specific permissible

Findings and determinations required under the
Description of action taken by the

 category. 
 reviewer. 

 regulations. 
• 
• 

 
For exempt studies: 

• Speci
Findings and determinations required under the

fic permissible category. 
 regulations. • 

 
Determinations and protocol –specific findings supporting the determinations for: 

• Waiver of alteration of the consent
Research involving pregnant women, 
Research involving
Research involving

 
 children.
prisoners.

 
 

 process.
fetuses, and

 
 neonates. • 

• 
• 
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years after cancellation.
If a protocol is cancelled without participant enrollment, IRB records are maintained for at least three 

 
 

3.2 IRB Documents (Accessibility, Inspection and Copying) 

manner.

IRB records will be accessible for inspection and copying by authorized representatives of the VA, VA 
R&D Committee, OHRP, FDA and other authorized entities at reasonable times and in a reasonable 

 
 

3.3 IRB Administration Documents 
The OHSP must maintain and retain for at least three (3) or six (6) years: 

• 
• All records regarding protocols that are approved and the research initiated, three (3) years 

VA research requirements for records retention

All records regarding IRB administrative activities that affect review activities three (3)

after completion of the research or termination of IRB approval, six (6) years HIPAA
 below. 

-related. See 

 years. 

 
3.3 Destruction of Copies 
All materials received by the IRB, which are considered confidential and in excess of the required 
original documentation and appropriate controlle
meeting and destroyed. 

d forms, will be collected at the end of the 

 
3.4 Archiving and Destruction 
Three (3) years after project closure, all documents and materials germane to IRB determinations will be 
archived by the OHSP. After three (3) years, the documents may be archived or destroyed.

Current and obsolete membership rosters will remain in the
University policy. 

 OHSP and then archived according to 

 
 

 

the records will be transferred to the VA R&D Office for storage. Additional VA requirements include:

years following the end of the VA fiscal year after completion of the research project. The OHSP will 

following disposition instructions are approved by the National Archives and Records Administra
are published in VHA's Records Control Schedule (RCS 10

inform the respective VA R&D office prior to 

For the VA: The required records, including the investigator’s research records, must be retained until 

disposal of investigators research records. In some cases, 

-1DAA-0015-2015-004).” In general, this is 6 
tion and 

 
 

• 

• 
three years after

Codes or keys linking participant data to identifiers must be retained as part of the research
record for at least six
If a protocol is cancelled without participant enrollment, IRB records are maintained for at least 

IRB records include:
 cancellation.

 

 years. 

 

 

• 
o 
o 
o 
o All previous membership

A resume for each IRB

Written procedures for the

determination that a particular research appearing as a category on the expedited 

Correspondence between the IRB and the Research and Development

review list located at

For research subject to the 2018 Requirements, the rational for an expedit

Minutes of IRB meetings, including records of continuing review

 

o 
o 

https://www.hhs.gov/orhp/regulations

 member.
 rosters.

 IRB. 

 
 

-and

 activities.

- 

 Committee.
 

ed reviewer’s 

 

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

Agreement or IRB reliance
with the requirements of this directive, such as an MOU or an IRB Authorization 
operating as the VA facility’s IRB of Record each will undertake

policy/guidance/categories
more than minimal risk, and therefore not eligible for expedited review.
Documentation specifying the responsibilities that the VA facility and an organization 

 agreement.

-of-research

 

-expedited-review-procedure

 to ensure compliance 

-1998/index.html
 

 is 

• The Research and Development Committee has access to all IRB

three years after
If a protocol is cancelled without participant 

 cancellation. 
enrollment, IRB records are maintained for at least 

 records. 
• 

 
4. RESPONSIBILITY 

or submitted to the IRB and for all 
Director and IRB Coordinator are responsible for maintaining complete files on all research reviewed by 

applicable regulatory compliance requirements. 
 

5. APPLICABLE REGULATIONS AND GUIDELINES 
45 CFR 46.103,115, 21 CFR 56.115, VHA Directive 1200.05, Department of Veterans Affairs Records 
Schedule: DAA-0015-2015-0004 

 
6. REFERENCED DOCUMENTS 
None 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

IRB Coordinator 
Organizes the submitted material in an organized manner. 
Ensures study information is entered in the database.

Proceeds as described for administrative intake of new studies.

 

 

IRB Coordinator
Director, 

 approved as required by regulatory requirements and/or institutional policy).
Retain all records regarding a submitted study (regardless of whether it is 

 

https://www.hhs.gov/orhp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html
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1. PURPOSE 
The policy describes the research process, review, and determinations for claims of exemption. 

 
2. POLICY 

 

 

 
The evaluation of exempt research 

the Belmont Report and meet 
All research including that in the exempt categories must meet, at a minimum, the principles outlined in 

or terminate IRB approval of research approved with a limited review.
Continuing review is not required for 

conducting 

exempt 

exempt categories 

Chair or an experienced IRB member designated by the Ch

Determ

Exemption Checklist, must be submitted to the IRB for review and approval.

Research activities in which the only involvement of human subjects will be in one or more 

ination of exemption will be based on regulatory and institutional criteria and documented. The 
IRB review process may be done either via the expedited review mechanism, that is, by the 

exempt 

in the Revised Common Rule or applicable agency rules

IRB review may not disapprove research.

the University’s ethical standards.

is focused on determining 

exempt studies. The organization retains the authority to suspend 

air, or by the convened IRB. IRB members 
 

whether it fulfills the organiz

 

 

, and which are listed in the 
 

ation’s ethical standards.

of the 

 
 

 
 

3. SPECIFIC POLICIES 
3.1 Exempt Project Submission Requirements 

 
The investigator must complete the Exempt Application and submit the 
appropriate):

reviewed by the IRB.
Research activities that meet the requirements for one or more exempt research categories must be 

 

 

application along with (if 

• 
• 
• Advertisements, letters of

Grant

Consent statements, informed consents,
Questionnaires, surveys, assessments, interview questions,

 application and/or award notification
 permission. 

 assents.

. 

 
 tools. 

• 
 

3.2 Exemption Categories and Determinations 

complete the appropriate Exempt Cat
exempt categories can be approved as exempt. The Chair, designee, Director or IRB Coordinator will 

Category 1

Research activities in which the only involvement of human subjects will be in one or more of the 

• The research is conducted in established or commonly accepted educational
 

egory Checklist to review the project and make a determination.

 settings. 

 
 

400-SOP EXEMPT REVIEW 
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• The research involves normal educational practices that are not likely to 

who provide instruction, such
students’ opportunity to learn required educational content or the assessment of educators 

 as: 

adversely impact 

o 
o 

curricula, or classroom management
Research on the effectiveness of or the compar
Research on regular and special education instructional

 methods. 
ison among instructional techniques, 

 strategies. 

• 

• The research is not regulated by the

The research does not involve prisoners as participants, except for research aimed at involving a 
broader participant population that only incidentally includes

 FDA. 
 prisoners. 

 
Category 2 

• The research only involves interactions involving one or more of the following: 
o 
o Survey

Observation of public behavior (including visual or auditory

Educational tests (cognitive, diagnostic, aptitude,

Interview 
 procedures

procedures
 

 

 achievement).

 recording).

 

 
o 
o 

• One of the following conditions are met: 
o The information obtained is recorded in such a manner that participants cannot be 

identified, directly or indirectly through identifiers linked to the participants. 
 

tests or the observation of public behavior when the investigator(s) do not 
When the research involves children, this exemption only applies to educational 

participate in the activities being observed. 
o 

o The information

Any disclosure of th

identity of the human participants can readily be ascertained, directly or through 
identifiers linked to the participants, and an IRB conducts a limited IRB review of the 

place the participants at risk of criminal or civil liability or be damaging to the 
participants’ financial standing, employability, educational advancement, or

research. 

 obtained is recorded by the investigator in such a manner that the 

e participants’ responses outside the research would not reasonably 

 reputation. 

 This condition cannot be applied when research is subject to Subpart D. 
• 

• The research is not regulated by the
participant population that only incidentally includes
Research does not involve prisoners, except for research aimed at involving a broader 

 FDA. 
 prisoners. 

 
Category 3 

conjunction with the collection of information from an adult participant through verbal or written 

intervention and information collection.
responses (including data entry) or 

Research involving benign behavioral interventions (consistent with USD’s research portfolio) in 

audiovisual recording if the participant prospectively agrees to the 
 

• Benign behavioral interventions are: 
o 
o 
o 
o 
o Not likely to have a significant adverse 

Brief in duration
Harmless
Painless
Not physically

 
 

 invasive

 

 
lasting impact on participants. 

• The investigator has no reason to think the participants will find the interventions offensive or 
embarrassing. 
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• At least one of the following criteria is met: 
o The information obtained is recorded by the 

Any disclosure of the human participants’ responses outside the research out not 

or

identity of the human participants can readily be ascertained, directly or through 
identifiers linked to the participants, an IRB conducts a limited IRB

identity of the human participants cannot readily be ascertained, directly or
identifiers linked to the participant;

reasonab
participants’ financial standing, employability, educational advancement, or reputation; 

If the information obtained is recorded by the investigator in such a manner 
 

ly place the participants at risk of criminal or civil liability or be damaging to the 

 or 

investigator in such a manner that the 

 review. 

 through 

that the 

o 

o 

• 
research:
If the research involves deception of participants regarding the nature or purposes of

 
 the 

o The participant authorizes the deception through a prospective agreement to 

she will be unaware of or misled regarding the nature or purposes of the
participate in research in circumstances in which the participant is informed that he or 

 research. 
• 

• The research is not regulated by the US
participant population that only incidentally includes
Research does not involve prisoners, except for research aimed at involving a broader 

 FDA. 
 prisoners. 

 

Secondary research uses of identifiable 
Category 4

least one of the following criteria are met:

 
private 

 
information or identifiable biospecimens, if at 

• 
• The i

The identifiable private information or identifiable bio specimens are publicly available,

The research involves only information collection and analysis that

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 investigato
re-identify subjects

nformation, which may include information about 

 

biospecimens, is recorded by the investigator in such 

 either: 

 or 

r will not 

• 
o 

o 
government
activities, if the research generates identifiable private information that is or will be 

552a.
208(b) of the E
maintained on information technology that is subject to and in compliance with section 

regulated under HIPAA for the purposes of “health care 
public health activities and purposes as defined in HIPAA.
Involves research conducted by, or on behalf of, a federal department or agency using 

Involves the investigator’s use of identifiable health information when that use

 

-generated or government

-Government Act of 2002, 44 U.S.C. 3501 or Privacy Act of 1974,

-collected information obtained for nonresearch

operations,” or “research” or
 

 

 is

5 U.S.C. 

 
 

 

• 

• The research is not regulated by the US
participant population that only incidentally includes
Research does not involve prisoners, except for research aimed at involving a broader 

 FDA. 
 prisoners. 

 

The University of South Dakota 
Category 5 

does not review Exempt Category 5. 
• 
• The research is conducted by or subject to the approval of a US federal government Department 

The project is a research or demonstration

The research is designed to study, evaluate, improve, or otherwise examine a program that 
or Agency head. 

 project. 

• 
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Act) or service (e.g., social, supportive, or nutrition services 
Americans Act) and includes one or more of the

delivers a public benefit (e.g., financial or medical benefits as provided under the Social Security 

 following: 
as provided under the Older 

o 
o 
o 

programs.

Procedures for obtaining benefits or services under those
Possible changes in or alternatives to those programs or
Possible changes in

 
 methods or levels of payment for benefits or services under those 

 procedures.
 programs. 

 

• 

• 
• 

• 

• The resear

The research do

The research is conducted pursuant to specific statutory authority of the US federal 

There is no statutory requirement that an IRB review the
government.

participant population that only incidentally includes

participants.
Research does not involve prisoners, except for research aimed at involving a broader 

ch is not regulated by the US

 

 

es not involve significant physical invasions or intrusions upon the privacy of 

 FDA. 
 prisoners.

 research.

 

 

 
Category 6 

• The research involves taste and food quality evaluation or is a consumer acceptance
Either of the following is true: 

 study. 
• 

o Wholesome foods without additives are

one of the

environmental contaminant; the food ingredient or agricultural chemical or 
environmental containment is at or below the level and for a use found to be safe by 

If a food is consumed that 

 following: 

contains a food ingredient or an agricultural chemical or 
 consumed. 

o 

 
 
 The Food Safety and Inspection Service of the Department of

The Food and Dru
The Environmental Protection

g Administration.
 Agency.

 
 

 Agriculture. 
• 

participant population that only incidenta
Research does not involve prisoners, except for research aimed at involving a broader 

lly includes prisoners. 
 

VA Research: Only the Chair or designee can make exemption determinations. 
• 

subcommittee (e.g., Safety Review
continuing review by the R&D Committee unless it is under the oversight
Research determined to be exempt requires approval by the R&D Committee and requires 

 Subcommittee). 
 of another 

 

 
The University of South Dakota does not review Exempt Categories 7 & 8.
Categories 7 & 8 

 

 
3.3 Assessment of the research 
The review of the research will also include: 

• Assessing whether the 

Assuring there is minimal risk to the
Whether the research has a sound research

Ensuring that the investigator has the resources, time and expertise to conduct the

research meets the ethical standards of The

 subject.
 design.
 

 
 University. 

 study. 

• 
• 
• 

 
The reviewe
consent appropriate to the research, or review by the full IRB.

r may require additional protections to meet the principles, including a level of informed 
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V

Studies 

should consult 

as exempt

includes maintaining recordings
ideo and 

that involve collecting 
, particularly if the participants are identified or identifiable.

audio 

the IRB’s recording guidelines

recordings are generally considered 

extremely sensitive or personal

 may not meet exempt approval criteria.
 for more information

to be identifiable information, and research that 

 information may also not be appro

.   

 

  Researchers and reviewers 

vable 

3.4 Approval Period 

years after an exempt study is approved, the IRB office will 

year anniversary approaches.

Studies receiving an exemption by the IRB will not receive an expiration date. However, 

status of the study. During the approval period, the investigator needs to keep the IRB informed of any 
changes in the study, so that the IRB can ensure that the study continues to meet the exempt criteria.
Investigators should request an

 
 extension of the check-in date 

ask 

if their study is still ongoing as its two

the investigator for an update on the 
about two 

-
  

 
The investigator 
subjects is complete.

should 
  The 

close the study when data collection has ended or contact with the 
IRB may administratively close an exempt study as set forth in SOP 405. 

 
3.5 Documentation of Exempt Review 

and the checklist will be used as documentation.
If the study qualifies for exempt review, the reviewer will complete the appropriate Exemption Checklist 

 
 

The Exemption Checklist includes the following sections: 
• 
• 
• The resear

The information that investigators must submit for 

Verification that the 
Eligible research meets one or more 

ch meets the organization’s ethical standards;

research is not excluded from 
exempt categories 

exempt 

exempt 

1, 
 

2, 3, 
IRB

IRB review,

 
4
review as listed in this policy

, or 6; 

 including: 

; 

• 
o The full protocol, application, or a protocol summary

approval.
information to determine whether the proposed research fulfills the criteria for 

Proposed consent
 

 document. 

 containing the relevant 

o 
 

3.6 Investigator and IRB members Notification 
The investigator will be notified by e
determinations will be listed on the IRB meeting

-mail of the exempt determination. Each month 
 agenda. 

exempt 

 
4. RESPONSIBILITY 

 

 

to IRB members via IRB meeting agenda.

as needed.
Chairperson, designee, Director or IRB Coordinator is responsible for providing guidance to the reviewer 

Chair, designee, Director
research qualifies for exemption.

IRB Coordinator is resp

 

onsible for sending out approval correspondence to PI and reporting exemption 

 or IRB Coordinator is responsible for review of the project to determine if the 
 

 
 

5. APPLICABLE REGULATIONS AND GUIDELINES 
45 CFR 46.101, 104 
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VHA Directive 1200.05
21 CFR 56.104, 105 

 
 

6. REFERENCED DOCUMENTS 
Exe
Exempt Research Application 
Recording Guidelines

mption Checklist 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

or Designee

Chair,

Coordinator 
Director, IRB 

 

 

Triages project either expedited or full Board review.

Approve the request

exemption.

Only the Chair or designee can make exempt determinations for VA research.

Reviews submitted projects to determine claims of exemption using the
Exempt 

Request revisions and/or additional documentation from PI
Disapprove claim of exemption and send for expedited or full Board review. 
Documents approval of exemption category on Exemption 
Forwards projects to Director or Chair when research does not meet claim of 

Reviewers Checklist. The Reviewers may:

 

 
 

 

Checklist.

 

 

 

 

IRB Coordinator 

that is exempt from IRB review. Reports exemption determinations on IRB 

Confirms by approval letter to the Investigator within three (3) weeks of
receiving complete exempt submission.

meeting agenda.

Maintains and makes available submission information regarding research 

 

 
 



THE UNIVERSITY OF SOUTH DAKOTA -- INSTITUTIONAL REVIEW BOARD -- STANDARD OPERATING PROCEDURES 

Last revised 
February 2023 

 

59 of 185  

 

 
Back to Index 

 

1. PURPOSE 
This policy describes and outlines the process to determine if the research meets criteria for expedited 
review. 

 
2. POLICY 

 

 

This policy pertains to both initial, continuing review, and modifications to previously

The categories of research that ma

An expedited 

will provide a list of designees to the IRB office.

or civil liability or be damaging to the subject’s financial standing, employability, insurability, reputation, 
or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks 

classified, and (4) involve only procedures listed in one or more the specific categories on the “Medical 

and comprehensive pattern of review of assigned protocols as an IRB member and has demonstrated a 
experienced member of the IRB. An experienced member is one who has demons

dedication to the protection of human subjects with his/her actions and comments. These designees 

Chairperson or his/her designee. A designee is an IRB member recognized by the IRB Chair, who is an 

(reviewers) may conduct reviews using th

include research activities that: (1) present no more than minimal risk to human subjects (2) do not 
involve identification of subjects and/or responses that would reasonably place them at risk

research.

related to invasion of privacy 

Non-Medical Initial Review Expedited Checklist”.

 

review procedure consists of a review of research involving human subjects by the 

and breach of confidentially are no greater than minimal, (3) are not 

y be reviewed by the IRB through an expedited review procedure 

e exempt process and the expedited processes. The IRB Chair 
 

 

trated a consistent 

-approved 

 of criminal 

 
3. SPECIFIC POLICY 
3.1 Initial Review 

 
The reviewer(s) will have access to the entire study file including the following documents (if applicable):

reviewer may not disapprove the research. Disapproval is only determined by the full IRB. The reviewer 
may refer the application to the full IRB fo

In reviewing the research, the reviewer may exercise all of the authorities of the full IRB except that the 

r a standard review as warranted. 

 
• 
• 
• 
• 
• 
• 
• 
• 
• The complete DHHS

Questionnaires and 

Proposed subject instructions, recruitment materials, and

IRB application
Research protocol
Investigator brochure or device

Proposed informed consent documents (including

Letters of
Recruitment letters, advertisements,

Disclosure Form B (Disclosure of Financial
Documentation of completion of required
FDA Form 1572 (drug study) or signed investigator agreement (device

 permission

 
 

-

assessment

approved protocol (when

 

 
 
specifications
instruments

 etc. 

 
 
Interest)
training

 
 

 one

 

 

assent)

 
 
exists) 

 
 
advertisements

 study)

 

 

• 
• 
• 

SOP-401 EXPEDITED REVIEW 
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• 
• 

• 
• 
• Grant 

Contract of funding agency minus the budgetary

number of the

Privacy board documentation
If additional IR

If additional review is being sought at another USD committee, the approval, if it is

application

 
B review being sought at another institution: name, address and telephone 
IRB

 

 

 (HIPAA) 

 pages 
 completed 

 
The expedited reviewer(s) will use the “Medical Non

criteria for approval, as well as any other applicable checklist to conduct the review. The checklists will 

determine if the research meets the expedited review eligibility.

be turned into the IRB office and will become part of the IRB file.

requested modifications, or modifications have been made that were not requested, the reviewer may 
refer the study to full IRB Board.

Reviewer(s) will use the “Criteria for Approval Checklist” to determine if th

If modifications are requested by the reviewer and

 

 the investigator does not want to make the 

-Medical Initial Review Expedited Checklist” to
 

 

e study meets the regulatory 

 

 

 

 
3.2 Continuing Review 

 

will use the Medical, Non
Studies which have been approved as expedited may be review

study that initially received full Board review may be determined (by the full board) to be minimal risk 
and thus, if the Board so 
determination will be documented in the minutes. The reviewer will use the Medical, Non
Continuation Expedited Checklist to determine if the full board study is now eligible for 

meet the regulatory criteria for approval, as well as any other applicable checklists. The checklists will 
become p

review. The checklist will become part of the IRB file.

Full Board studies that fall under Expedited Category 8 or 9 may be reviewed via expedited review. A 

art of the IRB file.

determines, can be annually reviewed by the expedited procedure. This 

-Medical Continuation Review Checklist to determine if the study continues to 

 

 

ed via expedited review. The reviewer 

expedited 
-Medical 

 
The reviewer at continuation will have access to the entire study file including the following documents: 

• 
• 
• 
• 
• 
• 
• 
• Any other relevant

Completed Continuation/Renewal
Copy of the current approved protocol and 
Copy of the current consent

Current IRB Submission Form or updated IRB Submission
Compete protocol including any protocol modifications previously approved by the

Newly proposed consent

Data base history of
 document(s)

 study

 documents(s)

 

 document(s)

 

 form

 

 

 
all intermediate

 form

 amendments

 

 

 IRB 

 
Organizations are permitted, but not required, to eliminate the requirement for continuing review of 
research originally approved through expedited review. Written materials specify that continuing review 
by the IRB or an expedited reviewer is not required when: 

• Research meets one or more expedited review
Research has progressed to the point that it involves only one or both of the

 categories. 
 following: • 
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o 

o Accessing follow
specimens,

part of clinical

Data analysis, including 
 or 

 care.
-up clinical data from procedures that participants would undergo as 

 

analysis of identifiable private information or identifiable bio 

• The IRB must justify the decision to conduct continuing review of res

expedited procedure, as long as the research is

using the expedited

minimal risk research, written materials must describe an alternate process, such as staff 
review, for the

For organizations that eliminate the requirement for the IRB to conduct continuing review of 

 organization to maintain oversight over the research initially approved using the 

 procedure. 

 ongoing. 

earch originally reviewed 

• 

 
3.3 Minor Modifications to Previously Approved Research 
The Chairperson or designee may approve minor modifications of 
the period for which approval is authorized.

assessment of the risk and benefits of the study, does not 
not directly relevant to the determination required for approval.

Minor modification is defined as a change and is considered minor when it does not materially affect an 

 

change the aims of the study design, and is 
 

previously approved research during 

 

 
Examples of minor modifications include, but are not limited to: 

• 
• 

• Changes in research personnel or contact

Changes to the informe
participants, or do not involve increased risk, or significant changes in the study

Protocol revisions that entail no more than minimal
d consent documents that do not affect the rights and welfare of study 

 information.

 risk.

 

 

 procedures. 

 
The reviewer(s) will use the 
determine if the minor modification qualifies for an expedited review.

“Amendment Minor Modification for Exempt and Expedited Checklist” to 
 

 
The reviewer(s) will have access to the entire study file including the following documents: 

• 
• 
• 
• All other materials the investigator has submitted with this

Revised informed consent (if applicable) and current informed

Project Update/Amendme
Revised protocol (if applicable) and current

nt Form. 
 protocol. 

 request.
 consent.

 
 

 
3.4 Additional Items that May Be Reviewed by the Expedited Review Process 

• 

See SOP 
406
consent, advertisement, or other document was modified as requested by the IRB. (
enough so that the reviewer needs minimal 

IRB Meeting Determination: Minor Modifications. 
require simple concurrence or agreement by the investigator. These stipulations must be clear 

-IRB Determinations) 

judgment to determine whether the protocol, 

The IRB will stipulate specific revisions that 

 
• Advertisements. 

“Advertisement Checklist”.
New or revised recru

 
itment advertisements or scripts using the 

 
3.5 Documentation of Expedited Review 
The Chair or designee will document the expedited review (initial, continuing review, modifications) by 
use of the checklist and the checklist will become part of the study file. 
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3.6 IRB Notification 
When the expedited review procedure is used (initial, continuing review, modifications) all regular 

actions will be listed in the meeting agenda.
members shall be informed of actions taken by the IRB at the next convened meeting. The 

 
expedited 

 
 

4. RESPONSIBILITY 

for assuring expedited reviewer has the expertise to provide a quality 

convened meetings.

appropriate checklists.
Chairperson or designee is responsible for conducting and documenting expedited review on the 

Chairperson or Director is responsible for identifying submissions that qualify for expedited review and 

IRB Coordinator is responsible for providing review materials to Chair or designee.

IRB Coordinator is responsible for providin
 

 

g a listing of expedited reviews performed to IRB members at 

review. 

 

 

 

 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Directive 1200.05

45 CFR 46.102, 46.110

OHRP IRB Guidebook

21 CFR 56.102, 56, 110
FDA Information Sheets, 1998 

 

 

 

 

 
6. REFERENCED DOCUMENTS 

Amendment Minor Modification for Exempt and Expedited Checklist 

Advertisement Checklist

Medical Non
Medical Non

Medical Non
Medical Non

-
-

-
-

Medical Initial Review Expedited Checklist 
Medical Criteria for Approval Checklist

Medical Continuation Expedited Checklist
Medical Continuation Review Checklist 

 

 

 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

Chair 
expedited reviewers.
Provides a list to the IRB office of experienced IRB members designated as

 
 

Director or Chair Makes initial 
Refers to checklists as needed.

determination regarding qualification for expedited review.
 

 

Reviewer 

office to make the contact.

appropriate checklist.
Contacts PI as appropriate for 

Completes and turns in checklists.

Reviews study using appropriate Expedited Eligibility Checklist and any other
 

 
clarification and revisions or asks the IRB 
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IRB Coordinator 

Sends out correspondence of action or approval to 

assigns to reviewer.

Maintains list of designated IRB members.
If study qualifies for expedited review, assembles reviewer’s 

Enters study into the database.
Reports all expedited reviews on IRB meeting agenda. 
Ensures reviewer(s) turn in checklists and adds to study file.

 
 

 

investigator.
 

materials and
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1. PURPOSE 
This policy states the minimal requirements that all research proposals that involve human subject 
participation must meet in order to be approved for conduct at The University of South Dakota. 

 
2. POLICY 

that are unique to The University of South Dakota system may apply and must be met as well.

All research proposals that intend to enroll human subjects must meet certain criteria before study 

autonomy as discussed in the Belmont Report and are specified below. In addition, certain other criteria 
related procedures can be initiated. The criteria are based on the principles of justice, beneficence and 

 
 

3. SPECIFIC POLICIES 
3.1 Criteria for Approval of Research 
The IRB reviewer(s) will use the “Criteria for Approval Checklist” to determine whether the research 

the 
meets the regulatory and institutional criteria for approval. For VA studies, the study will be reviewed by 

appropriate facility’s Information Security Officer and Privacy Officer after IRB review. 
 

3.2 Other Criteria 

 
The IRB conducts the scientific or scholarly review to determine that the use of human subjects is 

The IRB may require verification of information submitted by an investigator. The need to verify any 

to provide necessary protection to subjects when deemed appropriate by the IRB.

or Data and Safety Monitoring Board (DSMB) for monitoring the

information will be determined by the IRB at a co

relevant and appropriate to answer the questions being asked and to ensure the soundness of the 
research design.

participants.

For greater than minimal risk research, the IRB may require a Data Safety and Monitoring Plan (DSMP) 

 

 

nvened meeting. The purpose of the verification will be 

 data to ensure the safety of 

 

 

 

safety of participants to be appropriate, the IRB determines that the research plan makes adequate 
provisions. The IRB might consider provisions such as:

In order to approve research in which the IRB considers provisions for monitoring data to ensure the 

 
• 
• 

• The frequency of data collection, including when safety dat
The frequency or periodicity of review of cumulative safety
The plan might include establishing a data monitoring committee and a plan for reporting data 

telephone calls with

What safety 

blinded, have multiple sites, enter vulnerable populations, or employ high

monitoring committee is

monitoring committee findings to the IRB and the sponsor, including the frequency of
For studies that do not have or are not required to have a data monitoring committee and are 

IRB needs to carefully review the data and safety monitoring plan and determine whether a data 

How the safety information will be collected (e.g., with case report forms, at study visits,
information will be collected, including serious adverse

 participants).

 needed. 

 

 
a collection
data. 

 events.

 starts.

-risk interventions, the 

 

 

 reporting.

 by 

 

• 
• 

• 

402-SOP INITIAL REVIEW – CRITERIA FOR IRB APPROVAL 
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• 
safety data to determine whether harm is

Conditions that trigger an immediate suspension of the research, if

If not using a data monitoring committee, and if applicable, statistical tests for analyzing the 

Provisions for the oversight of safety data (e.g., by a data monitoring
 occurring. 

 applicable.
 committee).

 
 • 

• 
 

the laws of the state in which the research is being conducted need to be taken into consideration and 

the study. 
applied to the research. If needed, the IRB wil

If the research is going to be conducted outside the state of South Dakota, the USD IRB will determine if 

 
l seek the advice of general counsel prior to approval of 

 
 

4. RESPONSIBILITY 

to complete their research reviews.

and ongoing guidance.

expertise to perform reviews and make necessary recommendations on appro

Chairperson or Director is responsible for 

review and making all appropriate approval recommendations for consideration by the IRB.

IRB Coordinator is responsible for ensuring that IRB reviewers have all the tools and resources they need 

Director is responsible for selecting Primary/Secondary Reviewers and/or consultants with the relevant 

IRB Primary and Secondary Reviewers are responsible for conducting a thorough scientific or scholarly 

IRB members are responsible for revie

 

 

w of IRB materials.

providing IRB members adequate submission review training 

 

val decisions by the IRB.

 

 

 

 

 

 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Directive
45 CFR 46.111, 21 CFR 56.108, 56.111

 1200.05 
 

 
6. REFERENCED DOCUMENTS 

Advertising
Criteria for Approval Checklist 

Payment/Reimbursement/Compensation Guidelines
 Guidelines 

 
 

7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
Who Task 

IRB Coordinator 
checklists and guidelines.
Provides Primary and Secondary Reviewers with appropriate protocol review 

 
Director, IRB 
Coordinator 

Select reviewers with appropriate expertise for the research to be reviewed. 
Obtain consultant as needed. 

IRB Members 
review checklists.
Review research proposal and summarize findings on appropriate protocol 

 
 Ascertain whether any special 

review of a proposal. 
considerations exist that may influence the 
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IRB Members Ascertain whether the evidence exists that third-party verification of 

IRB Coordinator Prepares summary of findings and recommendations for presentation at the 

submitted information is needed. 

monitoring the data to ensure the safety of participants. 

next convened IRB meeting. 

Determine if the DSMP or DSMB plan makes adequate provisions for 
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1. PURPOSE 
This policy describes the requirements for the reviews that occur after initial research approval and prior 
to review for renewal of IRB approval. 

 
2. POLICY 

 

writing 

W
substantively alter approved study procedures, provided they also

prior IRB review and approval.
In general, 

here necessary to eliminate apparent immediate hazards to human subjects

within 72

study procedures that have been IRB ap

 hours. 

 
proved may not be substantively altered

 notify the IRB 
, investigators may 

of the alterati

 without 

on in 

 
3. SPECIFIC POLICIES 
3.1 Amendments/Project Updates 

update/amendment will include:
Investigators or sponsors must submit requests for changes to the IRB in writing. Each 

 
• 
• 
• 
• The impact the changes will have on the study and/or the

Amended protocol (if

All appropriate

Whether or not changes are needed to the informed consent

Sponsor 

Description of the
Reason for the

Revised informed consent (changes underlined or
correspondence concerning the

 

 

change.

documents:

 changes.

 appropriate).

 
 

 

 
 amendment.

 tracked)
 

 participants.

 

 document.
 

 

• 
• 
• 
• 

 
3.2 Determinations and Full Board Review 

 

 

 
The review of project amendments/update will be done by the Primary and Secondary Reviewers 

to eliminate an immediate hazard to the research participants. In the case of a change implemented to 

the IRB will review whether the cha

will review the amendment in depth and all other members attending the meeting will review enough to 
system using the “Amendment More T

change at a convened meeting before the change can be implemented, unless the change is necessary 

eliminate an immediate hazard to pa
consistent with ensuring the participant’s continued welfare.

discuss the

criteria for minimal risk. If the change r

increase risk or discomfort or decrease the benefit. The IRB must review and 

reviewed and approved by the IRB at a convened meeting.

For a project amendment/update to be considered more than minimal risk, the proposed change would 

Upon receipt of the project amendment/update, the Director will determine if the revision meets the 

If a change is initiated without IRB approval to eliminate an apparent immediate hazard to participants,

 information. 

nge was consistent with assuring the participants’ continued welfare.

rticipants, the IRB will review the change to determine that it is

han Minimal Checklist”. The Primary and Secondary Reviewers 

epresents more than a minimal risk to subjects, it must be 
 

 

approve the proposed 

 

 
 

403-SOP Amendments/Study Updates 
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The reviewers will use the regulatory criteria for appro

the reviewers. All 

approved research when the modification affects one or more of the regulatory criteria.

If possible, the prior Primary and Secondary Reviewers of the initial IRB submission will be assigned as 
other members will receive all the materials.

val to approve modifications to previously 

 

 
 

 

SOP 401

 

 Expedited Review.

or to implementation to 

e next month’s 
 
 

 

 

The investigator must inform the IRB of any changes to the scope or design pri

for final approval of entire VA project after the IRB portion is approved.

Changes to Exempt Studies

can be given. This does 

agenda. The reviewer will use the “Amendment Minor Modification for Exempt and Expedited

amendment/project update must be reviewed and approved by the committee before final IRB approval 

ensure that the study continues to meet the exempt criteria.

Checklist” and documentation will be filed in the study IRB file. See 

it will be reviewed by the expedited review process and will be reported to the IRB on th

Expedited Review

Reviews by Other 

If the project amendment/update is a minor change, involving no more than minimal risk to the subject, 

If the project (including VA research projects) received approval from another committee, the 

 

Committees (Biosafety, Radiation, etc.)

not include the VA R&D Committee, since the VA R&D Committee is responsible 

 

 

 
 

3.6 Investigator Notification 
All approvals for requested revisions will be reported to the investigator via e-mail. 

 
4. RESPONSIBILITY 

 

 

 

can be expedited.

correspondence pertaining to the amendment/change.

expedited review or assigning Primary or Secondary Reviewers to review at a full Board

Director is responsible for establish

Director is responsible for the first review of the amendment/project update and either triaging for 

Primary and Secondary Reviewers are responsible for the review of the amendment or project update.

Designated reviewer is responsible for the review of amendments/project updates that are minor and 

IRB Coordinator is 

 

responsible the documentation of receipt of the amendment or protocol update and 

ing the processes for conducting ongoing reviews of

 

 

 research.

meeting. 

 

 

 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 

45 CFR 46.103, 46.109,

21 CFR 812.64
21 CFR 56.108, 56.109,

FDA Information Sheets,

 
 
 46.115
56.113

 1998 

 
 

 
6. REFERENCED DOCUMENTS 
Amendment Minor Modifications for Exempt and Expedited Checklist 
Amendment Application 
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Amendment More Than Minimal Checklist 
 

7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
Who Task 

IRB Coordinator 
packet.
Prepares all information received from Investigator and prepares reviewer

 
 

Director, 
Chair 

Assign to Primary and Secondary Reviewers
which are to be placed on the agenda for the next meeting.
Determine whether amendment can be reviewed via expedited review

 
 

 and 

Reviewers Review amendment or change in the research at a convened IRB meeting. 
IRB Coordinator Completes processing of amendment/project update. 
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1. PURPOSE 
This policy describes the requirements and process for renewing a protocol past the expiration date of 
the IRB approval period. 

 
2. POLICY 

the IRB conducts continuing review of research taking place within its jurisdiction at intervals 
appropriate to the degr

Continuing review is no longer a federal requirement, but instead a USD IRB policy. Following 404

ee of risk, but not less than once per year including: 

-SOP, 

• 
• 

• 
activities.

permanently closed to enrollment o
research
Research in which the collection or analysis of private identifiable data are the only remaining 

Protocols approved by the expedited review process or by the convened
Research which remains active for long term follow

-

 

related interventions. 
f new participants and all participants had completed all 

-up of participants even when research is 
 IRB. 

 
3. SPECIFIC POLICIES 
3.1 Interval for Review for Purposes of Renewal 
The IRB must conduct continuing review of protocols for purposes of renewal of the IRB approval 

A member of the research team must submit a continuation application before the expiration of the 
study or as specified by the IRB. 

one

application being submitted late.

period, at intervals appropriate to the degree of risk, which are determined at the initial review, but not 
less than once per year. “Not less than once p

begun until sometime after the IRB gave its approval.

past the expiration date

-year anniversary of the previous IRB review date, even though the research activity may not have 

 will only be considered
A

 

 continuation application for an expedited study 

er year” means the research must be reviewed before the 

 if the researchers demonstrate

 

 good cause 
that was 

for the 
submitted 

 

 
3.2 Criteria for Continuation/Renewal 

reviewed by the full board, unless:
Research activities initially reviewed by full board 

 
review must have the continuation request also 

• The study has been modified and is now eligible for expedited review as defined in the 

The study meets one of the following

3.

2.

regulations (e.g., change in risk to minimal);

1.

 

 

 

The remaining research activities are limited to data

The research is permanently closed to the enrollment of new participants; all participants 

or

have completed all research
long
No pa

 

-term follow
rticipants have been enrolled at any site and no additional risks have been

-up of participants;
-related interventions; and the research remains active only for 

 expedited review

 or 

 or 
 criteria:

 analysis.

 

 

 identified; 

• 

 

continuing review, unless the research activities no longer meet the expedited criteria for review and 
approval.

Research activities that were originally reviewed using expedited criteria may receive an expedited 

 

404-SOP CONTINUING REVIEW – CRITERIA FOR RENEWAL 



THE UNIVERSITY OF SOUTH DAKOTA -- INSTITUTIONAL REVIEW BOARD -- STANDARD OPERATING PROCEDURES 

Last revised 
February 2023 

 

71 of 185  

 

 

the review o
When conducting research under an expedited review procedure, the Chairperson or designee conducts 

continuing review (e.g., risk has changed to be more than minimal).
and approval of 

benefits, the study may be referred to the full IRB for review.

Research activities that had previously met criteria for expedited review may change with the review 

n behalf of the full IRB. If the reviewer feels that there has been a change to the risks or 

amendments, such that IRB Committee review would be required at the time of 

 

 

 
3.3 Continuation Materials and Review 

SOP 300 for submission requirements) The 

 to renew a 

 

study, the IRB revisits the same criteria for approval used to grant initial approval. The reviewers have 
access to the IRB study file and all documents submitted by investigator, including any previous 

Continuing review must be substantive and meaningful. When considering whether or not

reviewer(s) use the “Continuation Reviewer Checklist” to determine if the study meets the criteria for 
renewal.

modifications that have been approved by 

 

the IRB. (See 

3.4 Primary and Secondary Reviewers 
The Primary and Secondary

modifications previously approved by the IRB. If at all possible, the initial Primary a
Reviewers will be used.

Primary and Secondary Reviewers review, in depth, the complete protocol including any protocol 

 

 Reviewer system is used for the review of continuation applications. The 

nd Secondary 

 
3.5 Possible Outcomes of Review for Continuation 
As an outcome of continuation review, the IRB may authorize continuation of the research, require 

Appropriate continuing review intervals are addressed with each review conducted by the IRB. The 
following factors are taken into consideration when 

modifications, or stop the research. The IRB may need to impose special pre
requirements it had previously imposed on the research protocol.

not limited to: 
determining the appropriate review interval, but are 

 
cautions or relax special 

 

• 
• 
• 
• 
• 

confidentiality, phase I studies, disproportionate number or severity of adverse events,

Classified
Use of waiver of informed consent

Researc

Previous suspensions of the research due to compliance, record

Involvement of recombinant DNA or other types of gene transfer
Involvement of vulnerable

h for which participants would be exposed to additional risks, e.g., breach of 
 research. 

 populations.

 procedures.

 

 

-keeping, or other

 protocols. 

 concerns.
 and 

 • 
 

Any changes required to obtain continuation approval shall be provided to the investigators by the IRB 
staff. 

 
3.6 Date of Continuing Review Approval 
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when the protocol was approved by the convened IRB. If the study is given an expedited review, the 
approval date will be determined by the date the study is approved.

If the IRB grants a one-year approval of the continuation, the approval date will be

 

 determined from 

 
3.7 Expiration and Extensions of Approval Period 
There is no grace 

At the discretion of the reviewers, the matter might be brought to a convened meeting. However, until 

when applicable.

good cause for the delay in submission.

submitted to the IRB Chair immediately. The IRB Chair or an experienced IRB member designated by the 

submitted prior to the expiration date,

only for the purpose of the protocol may not be conducted.

a continuation application or other progress report is reviewed and appro

approval. Extensions beyond the expiration date will not be granted

and collection of private identifiable data.
expiration date of IRB approval may still be considered

CANNOT be enrolled, prospective research data cannot be collected, and procedures being performed 

discontinue

Chair will determine whether it is in the best interest of the parti

non

procedures, screening, recruitment, enrollment, interventions, advertisements, consent, interactions, 

research interventions or interactions.

Failure to obtain renewal of an approved study in th

If the investigator believes currently enrolled participants will be at risk if the research project is 

-compliance and may be reported to the appropriate institutional officials and regulatory authorities 

d, a list of participants for whom suspension of the research would cause harm must be 

 

period extending the conduct of the research beyond the expiration date of IRB 

 

 the IRB a

 

  However, 

pproval expires. The investigator must stop all research 

e required time frame may be considered serious 

a renewal application submitted after the 
 and approved if the researchers demonstrate 

 

cipants to continue to take part in the 

. If a continuation application is not 

ved, new participants 

 

 

 

 
VA Research 
When research expires because the IRB did not grant continuing review, ei
receive the required materials or because approval was not granted, the IRB will:

ther because the IRB did not 
 

• 

• 

the best interest of individual participants to do

Allow cont
ONLY when the convened IRB or IRB Chair, in consultation with the Chief of Staff, finds that is in 

research would cause harm to the IRB

Notify the 

Notify the investigator to immediately submit a list of participants for whom stopping the 

Notify the VA Research Office (ACOS and/or AO
sponsor of the

inuation of research interventions or interactions in already enrolled participants 

 study. 

 Chair. 

 

 

R&D)

so. 

 
• 
• 

 

4. RESPONSIBILITY 

decisions.

Chair, designee, IRB members are responsible for the review

Director is responsible for establishing and implementing processes for making research renewal 
 

 of continuations. 
 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 
21 CFR 56.108,111 
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VHA Directive 1200.05

45 CFR 46.111
OHRP Guidance on Continuing Review 7/11/02

 

 

 

 
6. REFERENCED DOCUMENTS 
Continuation/Renewal Application 
Continuation Reviewer Checklist 

 
 

7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
Who Task 

IRB Coordinator 

Coordinates electronic notifications or sends an email to 
investigator of the continuation review determination.

notified of upcoming expiration dates.
Monitors automated electronic notifications to ensure investigators are 

 

 
inform the 

Director, IRB 
Coordinator, or Chair 

Assigns reviewers to expedited stud
studies will be put on next meeting agenda.
Reviews the continuation application and associated materials. Full board 

ies. 
 

Member(s) Review continuations. 
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1. PURPOSE 
This policy describes closing a research protocol or project. 

 
2. POLICY 
The completion or termination of the study is a 
Although subjects will no longer be "at risk" under the study, a final report to the IRB allows it to close 
its files as well as provide information that may be used by the IRB in the evaluation and appro
related studies. 

change in activity and must be reported to the IRB. 

val of 

 
3. SPECIFIC POLICIES 
3.1 Determining When a Project Can Be Closed 
A project may be closed when all of the following are true: 

• 

• The 

the final

Subject enrollment is complete
analysis o

I
If the study is a 
f the study is 

data are de

 report.

f the data; 

funded, there are no active financial transactions to be

 

-

m

identified

ulti

 

-site industry 

 and there 

, all data collection is complete and the only remaining activity is 

sponsored study, it 

are no identifying links or codes to the de

may not be closed 
 completed

until after 

-identified data
; 

the investigator submits 

; 
• 
• 

 

written 
In limited circumstances, 

approval from subjects will 
identifiable data may be maintained after study closure with prior 

generally also be required. 
written IRB approval; 

 
3.2 Project Closure Reports When IRB Approval Has Expired. 

to submit a closure report after multiple attempts 

with IRB Policy and Procedure.
will be considered continuing noncompliance and 

submission system.

Investigators must submit a closure report to the IRB even though the IRB approval has expired. Failure 

 
  Contact attempts include 

processed according to the 
by the IRB to ask the 

automated emails sent 

researchers to close the study 
SOP 407 Non

through the IRB 
-Compliance 

 

3.3 Administrative Closure of an Exempt Project 
The IRB may close an exempt project if several documented attempts have been made to contact the 

emails sent through the IRB submission system.
investigator or student investigator and have gone unanswered. 

investigator or advisor of the student investigator.
  Project Closu

 
re notification will be sent to the 

Contact attempts include automated 

 
4. RESPONSIBILITY 

 

The OHSP is responsible for ensuring that all study completion documentation is received, reviewed, 
presented to the IRB, and filed appropriately.

IRB Chair and members are responsible for administratively closing research projects that have expired.

 

 
 

5. APPLICABLE REGULATIONS AND GUIDELINES 

45 CFR 46.103,
21 CFR 56.108, 

 46.109
56.109 

 
 

405-SOP STUDY COMPLETION 
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6. REFERENCED DOCUMENTS 
Project Closure Form 

 

7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
Who Task 

IRB Coordinator, 
Director the study, in the form of either a completed Project Closure Form or any

other 

Instruct investigators to submit a Project Closure Report upon completion of 

acceptable alternative written notification of the completion. 
 

Director 

convened meeting.

documentation from the investigator to close the study. If there are 
inconsistencies or if 

Reviews Project Closure Report and obtains any outstanding information or 

Makes a list of completed studies for presentation to the IRB at its next
 

clarification is needed, requests additional information. 
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1. PURPOSE 
This policy describes the actions the IRB may take resulting from its review of research. 

 
2. POLICY 
Upon reviewing a study, the IRB has the following options: 

• 
• 
• 
• 
• T

Approve the study
Withhold approval pending minor clarifications back to 
W
D

able 
isapprove 
ithhold 

consideration of 

approval 
the study;

; 

pending major clarifications
 
the proposed research activity

; 

 until the next IRB meeting

reviewers or back to the office;

.  

 

 

 

of the regular and alternate members present. When reviewed via expedited review, the Chairperson, 
or designee can take any of the following actions except to table 

Except when the expedited review procedure is used, these actions will be taken by a vote of a majority 

or disapprove a study. 

3. SPECIFIC POLICIES 
3.1 Determinations 

 
Approval: 

The IRB Chairperson or the Director will assign the reviewers (IRB Chair, Vice Chair, Primary or 

The IRB may make one of the following determinations as a result of its review of research submitted for 

Approval withheld Pending 

terms of approval, duration of approval, any other determinations that need to be discussed, and level 

the designated IRB reviewer determines that the investigator has not made the appropriate responses 
to the IRB’s request, the reviewer may request additional information or se

Approvals are always based on conditions being met by the investigator. The conditions for continued 

Approval Periods

the IRB and expire within one (1) year of the approval date, but not later than the day preceding t

Secondary Reviewer, or 

clear enough so that the reviewer needs minimal judgment to determine whether the protocol, consent, 

of risk.

approval and the time frame (if any) within which they must be met will be clearly stated in the approval 

advertisement, or other document was modified as requested by the IRB.

commence on the day the study is approved by an action of the convened IRB or Chair, or designee of 

Clarifications and/or modifications will be discussed and voted upon during the I

date of review.

initial review or for continuing review:

letter. If the conditions of 

revisions that require simple concurrence or agreement by the investigator. These stipulations must b

IRB review at a convened meeting. Upon satisfactory review, approval will be issued.

 

The protocol and accompanying 

 

: 

designee) the task of reviewing the information provided by the investigator. If 

the approval are not met, approval may be withdrawn.

Minor Clarifications and/or Modifications

 

documents are approved as submitted. Final approval will 

: The IRB will stipulate specific 

 

nd the response back for full 

RB meeting, as well as 

 

 

he 

e 

 

 

 

 

 

406-SOP IRB Meeting Determinations 
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• Approval Date: The approval date is issued as of the date that the requested information or 

convened meeting, e.g. July 27, 2007 to July 26,

materials are verified.

Expiration Date: The expiration date will be one year (minus one day) from the date of

 

 2008. 
 the • 

 

 

 

 
Approval Withheld Pending Major Clarifications and/or Modifications: 

VA research 

the relative perceived high level of risk to the subject population, previously reported issues with the 
Approval is usually one year, but may be given for a lesser period of time (less than one year) based on 

of the study subject population.

apply:

drug, biologic or device, previous issues with

information, any clarifications, or any modifications that 
require simple concurrence by the invest
materials. If the convened IRB approves the research based on the responsive materials, the following 

Participants must not be recruited into the study until final approval has been issued.

 

cannot commence until the VA R&D Committee gives final ap

 

igator. The convened IRB must review the responsive 

 the PI, nature and location of the study, or the vulnerability 

cannot be described as specific revisions that 
The IRB requests any additional 

proval. 

 

 
Approval period: 

• The approval date is issued as of the date of the IRB meeting in which the st

study subject
device, previous issues with the PI, nature and location of the study, or the vulnerability of the 

may be given for a lesser period of time (less than one year) based on the relative perceived 
high level of risk to the subject population, previ

Expiration date: The expiration will be one year (minus one day) from the approval date, but 

Participants will not be recruited into the study until final approval has been
 population. 

ously reported issues with the drug, biologic or 

udy was

 issued. 

 approved. 
• 

• 
 

 
Tabled: 

VA research 

expedited review mechanism and may only be given by a majority vote at a convened IRB meeting.
information is received from the investigator and/or sponsor. Tabli

Disapproval

majority vote at a convened meeting of the IRB.
Disapproval cannot be 

Significant questions are raised by the proposal requiring its reconsideration after additional 

: The proposal fails to meet one or more criteria used by the IRB for approval of research. 

cannot commence until the VA R&D Committee gives final approval.

given through the expedited review mechanism and may only be given by 
 

ng cannot be given through the 

 

 
 

 
4. RESPONSIBILITY 

 

 
The Director will sign all approvals as the official designee for the Chairperson of the IRB.

actions.
Chairperson or Vice Chair is responsible for ensuring the appropriateness of all IRB decisions and 

regulatory
Director is responsible for ensuring that all IRB decisions and actions are based on institutional and 

 

 requirements. 

 



THE UNIVERSITY OF SOUTH DAKOTA -- INSTITUTIONAL REVIEW BOARD -- STANDARD OPERATING PROCEDURES 

Last revised 
February 2023 

 

78 of 185  

5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Directive 1200.05
45 CFR 46.109
21 CFR 56.109, 56.111, 56.113

 
 

 

 
6. REFERENCED DOCUMENTS 
None 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY  

Who Task 

IRB Coordinator Documents all IRB decisions in the minutes. 
Chair Ensures all determinations are discussed and voted upon. 
Director or Chair Reviews and signs all IRB decision letters. 
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1. PURPOSE 
The purpose of this policy is to establish 

The policy applies to all University investigators and research personnel who conduct research involving 
noncompliance and determining whether the noncompliance is serious and/or continuing.

human subjects as well as University designees responsible for the oversight of human research.

procedures for handling audit findings and allegations of 
 

 
 

2. DEFINITIONS 

 

 

 
The following instances will always be determined as serious noncompliance:

time that the report is validated or

from the act

Serious Noncompliance: 

Substantive modifications to IRB approved research without IRB approval.

Continuing Noncompliance: 

someone other than the research investigator are handl
of the participants or others, or the integrity of the study. Complaints or reports of noncompliance from 

compromising the rights and/or welfare of the participant. It also may b

consent.

choice to ignore regulations or determinations of the IRB (intentional).

a researcher that materially increases risk or results in substantial harm to subjects or others.

Minor Noncompliance: 

Noncompliance: 

underlying problem. It may 

nature and does not affect the rights and welfare of part

protocol.  Noncompliance may be serious, continuing, neither, or both.   Noncompliance may result 

Expedited or Full Board level research conducted
 

ion of the participant, investigator, or staff. It may or may not impact the rights and welfare 

Failure to comply with federal regulations, USD IRB policies, or the approved study 

An occasional instance of noncompliance that is typically administrative in 

An action or omission taken by a researcher that could be seen as 

occur due to a lack of knowledge (unintentional) or due to a deliberate 
Noncompliance that occurs repeatedly and suggests a pattern or an 

 dismissed. 

 without IRB approval or without appropriate informed 

ed as allegations of noncompliance until such 

icipants or put participants at risk of harm.

 

e an action or omission taken by 

 

 

 

 

 

 
3. REPORTING NONCOMPLIANCE 

 
they are aware of an instance of noncompliance are required to report such incidents to the IRB office.

All research personnel are required to conduct research in accordance with the 
federal regulations, state law, and University policy. Failure to do so constitutes noncompliance in the 

working days of the event or within 10 working days of the PI becoming aware of the event.
safety, or welfare of subjects or others. Reports from the investigator must be submitted within ten 

determinations of the IRB may submit a letter to the IRB by sending it to 
letter should include a description of the noncompliance and a description of the impact on

research endeavor, irrespective of the magnitude or intention. Research personnel, University 
personnel, or entities responsible for

Investigators who are self-reporting noncompliance with federal regulations or the requ

 the oversight of human research who believe in good faith that 

humansubjects@usd.edu

approved protocol, 

irements of the 

 

 

the rights, 
. The 

 

407-SOP   Noncompliance 

mailto:humansubjects@usd.edu


THE UNIVERSITY OF SOUTH DAKOTA -- INSTITUTIONAL REVIEW BOARD -- STANDARD OPERATING PROCEDURES 

Last revised 
February 2023 

 

80 of 185  

Others may report noncompliance by ca
humansubjects@usd.edu
http://www.usd.edu/research/feed

Reports of noncompliance involving the conduct of the IRB or their staff should be reported to the 
Director of the Office of Human Subject Protection, if appropriate, or to the Vice President for 

, or using the reporting tool found on the USD website at 
back

lling the OHSP at 605

. This report may or may not be submitted anonymously.

-658-3743, emailing 

Research.

 

 

 

 
3. PROCEDURES 
3.1 Apparent Noncompliance 

A.

C.

B.

 

 

 

this ruling can be

Categorize. 
Chair

Minor

If determined to be potentially serious or continuing

viii.
vii.
vi.

iii.
iv.

ix.

v.

ii.

ii.

i.

i.

i.

 

 

 

 

 
 

 

 

 
 

 

 

 to see if it appears to be serious and/or continuing. If more information is needed before 

 Non

The minor noncompliance will be documented in the OHSP

The Director will work directly with the researcher to implement a corrective action 

The Director

The IRB votes on the determination and adequacy of corrective action

The apparent noncompliance, determination, and 
The researcher must respond with a corrective action
The study may be suspended or restrictions may be imposed
The 

The maximum time allowed between the recognition of a reportable event and

to the

plan, if

be notified, in writing, of the noncompliance and the IRB

notified, in writing, of the noncompliance and the IRB

If determined

reporting requirements is not more than 30

If corrective action plan is not approved, the researcher will be asked for

If determined by the IRB to be serious or continuing, the following parties will be 

f.
g.

a.

e.

c.

a.

d.

b.

h.

b.

 

compliance.

 

 

 

 

 

 

 

 

 

The finding, report, or complaint will initially be screened

Director notifies the Chair and AVPRC as well as the

 IRB.

 needed.

The funding agency if the study is externally
Other agencies when the research is overseen by those

OHRP

human research protection
research must be promptly (no longer than within 30 days) reported to the

Investigator and research
Investigator’s department chair, investigator’s dean, and the

Determinations of serious or continuing non
If FDA 

If there are multiple IRBs or institutions involved, they will each be

Investigator and research
Investigator’s department chair, investiga

 made, there may be an

 

 or coordinator

 

 

by the IRB to be not serious and not continuing, the following parties will 

regulations are being followed, the FDA will be

 

 

 will monitor appr

 investigation.

 

 

team

team

 officer.

 

 

 

 days.

oved corrective action

 noncompliance:

 

 

tor’s dean, and the

corrective action plan are presented 

 

-

supported.

compliance of DoD

 

 determination:

plan.

 researcher.

 determination:

 

 files.

 

 

immediately.

 

by

notified.

 

 
 
agencies.

 

 

the Director or the 

 

 plan.

 

 

 

VPR

VPR

 

 

plan.

-

 

 

supported 

 

 

 

 

revisions.

 

 notified.

 

 fulfilling 

 

 

 

DoD 

 
3.2 Allegation of Noncompliance 

A. 

follow

Receipt of Allegation. 
recipient should take care to record all relevant information and request a contact number for 

-up, unless the person desires to remain anonymous. The recipient should inform

Allegations may be accepted verbally or in writing. If verbally, the 

 the 

mailto:humansubjects@usd.edu
http://www.usd.edu/research/feedback
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C.
B.

D.

 
 

viii.
vii.

 

vi.

iii.

iii.

iv.

ix.

CORRECTIVE ACTION
Included Elements. 

v.

ii.

ii.

Corrective Action Plan 

Conduct an Investi
study may be suspended or restrictions may be imposed while the investigation is underway. If 

caller 

date if new information becomes available or if the caller remembers details that were not 
investigation. It is permissible to advise the caller to provide additional 

Notification of Allegation. 

provided. The caller should be asked for any available evidence that will facilitate an 

presented originally.

noncompliance is found, the Director will follow the process described in section
Procedures” in this SOP.

i.

i.

 

 
 

 
 

 

 
 

 

 

 

 
 

Termination of the research, in 

to their willingness to continue in the study.

Audit all or some of the researcher’s active

An individual accountable for 
An achievable

Suspend enrollment or all research procedures for specific study in question, in 

of IRB approval.

accordance with SOP on Suspension and Termination of IRB

Provide information to current participants whenever such information might relate 

Monitor the consent

Provide additional information to past par
Require that current participants re

Modify the
Modify the information disclosed during the informed consent

Measurable and accomplishable action

that the matter will be investigated to the greatest extent possible, given the information 

 protocol.

gation

 

If an action plan is necessary, the following items may be considered:

deadline.

 

 

 

PLAN

Examples:

 

. If deemed necessary, the allegation will be investigated. The related 

 

 

 

process.

The Director will notify the Chair, AVP

 

 

 

accomplishing each action

accordance with SOP on Suspension and Termination 

-consent to

 items.

ticipants.

 protocols.

 

 

 participation.
 

 

 item.

R

 approval.

C, 

 

 

 

and 

process.

information at a later 

the

 

 researcher.

 

 “3. 

 

 

 

 
5. APPEAL PROCESS 
The 

consideration.
action plan. To do so, a written justification must be submitted to the Director, Chair, or AVPRC for 

researcher may appeal the IRB determination of noncompliance and the associated corrective 
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6. VA RESEARCH: (From VHA Handbook 1058.01) 
6.1 Definitions. 
 
The terms 
greater than previously known in terms of nature, severity, or frequency, given the procedures 
described in protocol

“unanticipated” 

-related docume

and “unexpected” 

nts and the characteristics of the study

refer to an event or problem in VA research that is new or 

 population. 
 
Serious Noncompliance
policies governing human research that may reasonably be regarded as:

: Serious noncompliance is a failure to adhere to the laws, regulations, or 
 

• 

• Substantively compromising the effectiveness of a facility’s human research protection or 
subjects, research staff or others;

human research oversight

Presenting a genuine risk of substa

 programs.100

 or
ntive harm to the safety, rights, or welfare of human research 
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 a.   The death was both unanticipated and related to the research; or  

 
 a.   The incident was serious and unanticipated and related to the research; or  

 

3.

warranted to eliminate apparent immediate hazards to

Within 5 business days after receiving written notification of the death, the IRB Chair or
qualified IRB member-reviewer must determine and document whether any actions are 

 subjects. 

 a 

4. The IRB must revie
member-reviewer at its 

w the death and the determination of the IRB Chair or qualified IRB 
next convened meeting and must determine and document that: 

2. VA personnel, including WOC and IPA appointees, must ensure written notification 
of the IRB within 5 business days of becoming aware of the death. 

1. The IRB must alert ORO by e

the Coordinator/R&D must 
notification and provide relevant information as requested. The VA facility Director and 

-mail or telephone within 2 business days after receiving such 

receive concurrent notification. 

 
Continuing Noncompliance
regulations, or policies governing human research

: continuing noncompliance is a persistent failure to adhere to the laws, 
 

 
Adverse Event: 
psychological occurrence in a human subject participating in research.

aware of any local research death that is 
must ensure oral notification of the Institutional Review Board (IRB) immediately upon becoming 

Local Research Deaths. 

An adverse event (AE) in human subjects research is any untoward physical or 

VA personnel, including WOC and IPA appointees,

both unanticipated and related to the research.

6.2 Procedures.
 

 

 

1. The IRB 
member

must review the incident and the determination of the IRB Chair or qualified IRB 
-reviewer at its next convened meeting and must determine and document that: 

the IRB within 5 business days after becoming aware of any local SAE that is 
related to the research.

Local SAEs. VA personnel, including WOC and IPA appointees, must ensure written notificati

 
both unanticipated and

on of 
 

notification of the IRB within 5 busine
both

Serious Problems. 

 unanticipated and 

VA personnel, including WOC and IPA appointees, must ensure written 

related to the research.
ss days after becoming aware of any serious problem that is 

 

apparent immediate hazards to subjects.

notification of an SAE or serious problem under paragraph 6.b. or 6.c., the IRB Chair or a qualified IRB 
member

IRB Review of SAEs and Serious Problems.

-reviewer must determine and document whether any actions are warranted to eliminate 
 

 Within 5 business days after receiving written 

6. The IRB must notify the VA facility Director and the Coordinator/R&D of its
determinations within 5 business days of the determinations. 

 

5. Regardless of the determination under paragraph 6.a(4), the convened IRB must also determine 
and document whether any protocol or informed consent modifications are warranted. If 

and if so, when such notification or consent must take place and how it must be d
investigators must notify or solicit renewed/revised consent from previously enrolled subjects; 
modifications are warranted, the convened IRB must determine and document whether or not 

ocumented. 

c. The
research.

 death
 
 was not unanticipated and/or the death was not related to the 

b. There is insufficient information to determine whether the death was both 
unanticipated and related to the research; or 

c. The incident was 
incident was not related to the

not serious, and/or the incident was not unanticipated, and/or the 
 research. 

b. There is insufficient information to d
and unanticipated and related to the research; or

etermine whether the incident was serious 
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2. 

the convened IRB must determine and document whether or 
solicit renewed/revised consent from previously enrolled subjects

any protocol or informed consent modifications are warranted. If modifications are warranted, 

notification or consent must take place and how it must be

Regardless of the determination, the convened IRB must also

 documented.

 determine

not investigators must 
; and if so, when such 

 and

 

 document

notify 

 whether 

or 

3. The
days after its convened meeting

 IRB must notify the VA facility Director 
 if: 

and the Coordinator/R&D in writing within 5 business 

 a.   Actions were taken to eliminate apparent immediate hazards to subjects; or  
b. The IRB determined that the incident was serious and unanticipated and related to 

the research, or there was insufficient information to make the determination; or 
 c. Protocol or informed consent modifications were warranted.  

 

 

 
 
 
 
 
 

 3.  If the IRB determines that serious or continuing noncompliance occurred:  

 
 
 
 

with local
serious 

Other AEs, SAEs, 
adverse

 SOPs. 
 events, 

and 
and
Problems. 

 unanticipated
The IRB must be notified of, and 

 problems involving risks to
review, 

 subjects
other adverse events, 

 or others in accordance 

appointees, must ensure that the IRB is notified, in writing, within 5 business days after becoming 
aware of any apparent serious or continuing noncompliance with IRB or other human research 
protection requirements.

Apparent Serious or Continuing Noncompliance. 

 

VA personnel, including WOC and IPA 

b.
business days after making its
IRB must notify the VA facility Director

 determinations. 
 and the Coordinator/R&D within 5 

c.
audit, the IRB must notify the RCO within 5 business days after its 
determinations under paragraphs 6.f.(2) and 6.f.(3)(a), regardless of outcome.

If the apparent serious or continuing noncompliance was identified by an RCO 

 
d. T

and 6.f.(3) for use in the VA facility Director
he IRB must track the determinations required under

 Certification. 
 paragraphs 6.f.(2) 

a. A documented IRB determination is also required as to whether remedial actions are 
needed to ensure present and/or future compliance. 

1. The convened IRB must review the suspension/termination at the earliest practicable 
opportunity, not to exceed 30 business days after notification, to determine whether it:

a. Resulted from a local 
or 

adverse event(s), local noncompliance, or other local issue(s)
 

; 

 

to the facility.

appointees, must ensure that the IRB is notified, in writing, within 5 business days after becoming 
aware of any suspension or termination of VA research by, or at the direction of,

External Suspensions/Terminations of Research. 

 

VA personnel, including WOC and IPA 

 any entity external 

noncompliance in accordance with local SOPs.
Other Apparent Noncompliance. The IRB must be notified of, and review, other apparent 

 

2. The convened IRB must determine and document whether or not serious or continuing 
noncompliance actually occurred. 

1. The convened IRB must review any such notifications at the earliest practicable opportunity, 
exceed 
eliminate apparent immediate hazards to

30 business days after the notification. 
 subjects.

The 
 
IRB Chair may take interim action as needed to 

not to 
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 6.3  Serious and/or Continuing.  

 

 
 

7. ROLES AND RESPONSIBILITIES 
AVP

determination of actions needed to be taken by the IRB and investigator.
IRB members are responsible for the review of reports of investigation of non

RC, Director, and/or Chair are responsible for the investigation of reports of non

 
-compliance and 

-compliance. 
 

 
8. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Handbook 1058.01
45 CFR 46.113
21 CFR 56.108(b)(2), 56.113

 
 

 

 
9. REFERENCED DOCUMENTS 
None 

 
10. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

IRB Coordinator, Receives notification of (alleged) non-compliance and begins the process. 

2. If the IRB determines that either (a) or (b) applies, The IRB must notify the VA facility 
Director and the ACOS/R&D within 5 business days after the determination; 

b. Requires local action (in a

the effectiveness of the local HRPP.
safety, rights, or welfare of local human research subjects, personnel, or others or 

ddition to the suspension/termination) to ensure the 

 

3. An initial report of an IRB determination that serious noncompliance or continuing 

of the matter has not been resolved at the time of the
noncompliance occurred is required, even where the determination is preliminary or disposition 

 report. 

a. The fac
simultaneous copy to the VISN Director and the ORD, within 5 business days after 

accordance wi
receiving such notification, unless the noncompliance has already been reported in 

ility Director must report the determination to the appropriate ORO RO, with a 

th subparagraph 7h(2). 

1. Should the IRB determine that the reported incident constitutes serious noncompliance or 
continuing noncompliance, the IRB Chair, or designee must report the determination directly 
(without intermediaries) to the facility Director within 5 business days after the determination. 

2. The IRB Chair’s report must be made in writing, with a simultaneous copy to the ACOS
Research, the R&D Committee, and any other relevant research review committee. 

 for 

6.4 Non
notify in writing the R&D Committee of its findings.

-serious and Non-continuing. If the incident is non
 

-serious or non-continuing, the IRB will 

 

5d, remedial actions involving a specific study or research team must be completed within 90

renovation, fiscal expenditure, hiring legal negotiations, etc.
completed within 120

occur within 30

after the IRB’s determination. Remedial actions involving programmatic noncomplian

VA NOTE: The IRB must reach a determination that serious or continuing noncompliance did (or did not) 
-45 days after 

-180 days after the IRB’s determination, unless remediation requires substantial 

receiving a report of apparent noncompliance. According to subparagraph 

 

ce must be 
-120 days 
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AVPRC, IRB 

AVPRC 

Members 

IRB Members Reviews the information at a convened meeting of the IRB and votes on determination 

IRB Coordinator, Notifies researcher of the IRB’s determination and corrective action plan. 

Director, Chair,  

Director, Chair, Notifies appropriate parties of noncompliance and corrective action plan. 

Chair Keeps IRB notified as appropriate. 
Director, AVPRC, Conducts investigation. 

and corrective action plan. 

Presents the facts and findings to the IRB upon completion of the investigation. 
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1. PURPOSE 
This policy describes: 

• 

• The reporting requirement for VA research when it involves unauthorized use, loss, or disclosure 

The reporting requirements for unanticipated problems involving risks to 

of individually identifiable patient information and/or violations of VA infor

others, and/or termination or suspension of a study by the

requirements. 

 IRB. 
participants and 

mation security 

 
2. POLICY 
The maximum time allowed between the recognition of a reportable event and fulfilling reporting 

The following will be notified, in writing, of any unanticipated problem involving
others, suspension or termination of IRB approval of a study, and the pertaining IRB determinations.

requirements is not more than 30 days.

Refer to SOP 

 

410 and 409, 407. 

 

 risks to participants or 
 

• 
• 
• Vice President for

OHRP

Insti
Principal investigator, Chair, and

tutional Review

 
 Research

 Board 

 
 Dean 

• 
The following will be notified if relevant to the study: 

• Sponsor, if the study is externally

Contract research organization, if study is overseen by
Office of Risk Management, if

Other federal agencies when the research is overseen by those

If there are multiple IRBs or institutions involved, they 

FDA, when the research is

Local agencies as required by institutional

 FDA
 applicable
-regulated

 funded

 

 

 

 officials 

 
will each be
one 

 agencies

 notified

 

 • 
• 
• 
• 
• 
• 

 
VA Research (must be notified within 5 days): 

• The IRB

VHA Information Security Officer when the 

after notification.
OHRP, FDA, the sponsor, and/or other entities as required. VA Privacy Officer, when the report 
involves unauthorized use, loss, or disclosure of individually identifiable patient information 

requirements.

Facility Director, ACOS R&D, R&D Committee (within 5 days of IRB
Facility Director shall report to the Office of Research Oversight (ORO) within 5 business days 

 

 

 

report involves violations of VA information security 

 Action) • 
• 

• 

 
Department of Defense: 

• The following shall be promptly (no longer than 30 days) reported to the DoD human research 
protection officer: 

o 
 
 

The results of the IRB continuing
When significant changes to the research protocol ar

Change of reviewing IRB. 
 review. 

e approved by the IRB. 
o
o

408-SOP REPORTING REQUIREMENT 
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o When the organization is notified by any Federal department, agency or national 

supported research
organization that any part of the HRPP is under investigation for cause 

 protocol. 
involving a DoD- 

• 

• 

• The following must be reported to the DODHRPP within five days of completion of the

Any suspen

Any unanticipated problems involving risks to participants or others for any DoD

days) reported to the DoD Office for Human Research

research must be promptly (no longer than 5 days) reported to the DoD Office for Human 
Research Protections.

sion or termination of DoD
 

-supported research must be promptly (no longer than 5 
 Protections. 

-supported 

 report: 
o 

o 

o Allegations of serious or continuing noncompliance related to HSR that are 
substantiated by invest

component office of human

another federal or State agency, official governing body of 

discovering that such audit reports
native tribe, other official entity, or foreign government, within 5 business days of 

Reports of 

Reports or audits of DoD

for-cause audits, reviews, or assessments conducted by or on behalf of the 

igation, and subsequent actions taken based on the

-conducted or DoD
 protections.

 exist. 

 
-supported human participant research by 

a Native American or Alaskan 

 findings. 
• Substantial allegations related to classified HSR must be reported immediately to the DOHRP. 

 
3. SPECIFIC POLICIES 
All serious adverse events, suspensions, terminations or unanticipated problems and
participants or others will be reported within 15 days (within 5 days for VA and DoD Research). The 
Director and/or IRB Chair will draft a letter that outlines: 

 involving risks to 

• 
• 
• Title of 

Actions taken by the

Nature of the

Name of principal
Number assigned by the IRB and number of applicable federal

Name of institution conducting the

Detailed findings of the

Plans, if any, to send a follow

Reasons for the IRB’s
Plans for continued investigation or

the research project and/or grant proposal in which the problem

 event.

 investigator.

 

 
 
IRB.
action.

 IRB.
 

 

 

-up report or final

 

 

 

research.

action. 

 

 report. 

 awards. 

 occurred. 
• 
• 
• 
• 
• 
• 
• 

 

 

 

 

The letter is sent to the Associate Vice President for Research Compliance for review, approval and 

the investigator when the research is FDA
All unanticipated problems involving risks to participants or others need to be reported to the FDA by 

VA Research: Unauthorized use, disclosure, transmission, removal, theft, loss, or destruction of VA 

signature. The letter is sent to the approp

Officer within one (1) hour of becoming aware of the incident.

research
reported to the ACOS for Research, the facili

-related PHI, individually identifiable private information, or confidential information must be 

-

riate persons as outlined in section 2 of this policy.

regulated. Copies of the reports must be sent to the 

ty Information Security Officer, and the facility Privacy 
 

 

IRB. 
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4. RESPONSIBILITY 

the IRB, and for distributing it to appropriate individuals and agencies.

Associate Vice President for Research Compliance is responsible for signing the letter.

VA R&D Committee is responsible for reporting to regional VA Office of Resea

Chair and Director are responsible for drafting a letter outlining the event, findings and 
 

rch Oversight.

 

action taken by 

 

 

 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Directives 1200.05 and
Guidance on Reporting and Reviewing Adverse Events and Unanticipated Problems

21 CFR 56.108(b)(1), 56.108(b)(2), 56.108(b)(3) 
 1605.01 

 
 

6. REFERENCED DOCUMENTS 
None 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
 Who Task 

Director and Chair Report to appropriate internal and external agencies. 
AVPRC Reviews, approves and signs letter. 
Director Distributes to appropriate individuals and agencies. 
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1. PURPOSE 
The purpose of this policy is to establish procedures for documenting the requirements for suspension 
or termination of IRB-approved research projects. 

 
2. POLICY 
The IRB shall have the authority to s

the following reasons, including, but not limited to:

conducted in accordance with IRB requirements, federal, state or local requirements, or has been 
associated with unexpected serious harm to participants. A project may be suspended or terminated fo

uspend or terminate approval of research that is not being 

 
r 

• Serious and continuing non

Change in the risk benefit ration of the

review to be
Rep

Repeated failure to submit a Continuation form in sufficient time to allow for an

New information regarding the increased risk to the

eated failure to obtain appropriate informed
 conducted. 

-compliance with federal regulations and IRB

 research. 
 consent.

 participant.

 

 

 policy. 
 appropriate • 

• 
• 
• 

 
2.1 Definitions: 
Suspension

The terms “suspension” and “termination” apply to interruptions related to con

subjects or other research activities except for the continuation of follow

safety, rights, or welfare of human research subjects, research investigators, research staff, or others.

enrollment of new subjects or other ongoing research activities until issues have been satisfactorily 

Termination: 

resolved. Suspended projects still have IRB approval.

protect the participants’ safety.

: An action issued by the IRB that all or some of the 

An action issued by the IRB that requires a 

 

 

permanent halt in the enrollment of new 

research activities must temporarily stop 

-up activities necessary to 

cerns regarding the 
 

 

 

 
Suspension and termination do not include: 

• 
• “Administrative holds” or other actions initiated voluntarily by an appropriate facility

research investigator, or sponsor for reasons other than those described above.

Interruptions in human research resulting solely from the expiration of the IRB approv

 
 official,

al period.
 

 

 
3. SPECIFIC POLICIES 
3.1 Procedures for Suspension and Termination  

1. 
suspend or terminate previously approved human research or an investigator’s privilege to 
conduct human subject research if the alleged serious o

unexpected serious harm to participants appears to pose imminent threat to subject
requirements or determinations of the IRB, or any incidence that has been associated with the 

Until a review can be done by the convened IRB, the Director

a. The Director, Chair and Associate 
authorized to suspend or terminate IRB approval pending review by the

Vice President for Research Compliance are 

r continuing non

, Chair, or AVPRC

-compliance with the 

 may act alone to 

 IRB. 

 safety. 

409-SOP Suspension and Termination 
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are:

408

 any 

 

 

-

 

 

 

 

 

All suspensions and terminations will be reported to the appropriate individuals and ag
SOP Reporting Requirements

Reporting Suspension and Terminations

4.

7.

6.

5.

3.

2.

 

 

 

 

 

 

To

The IRB will notify the investigator in writing of its decision by letter within five (5) working days. 
The letter will

To reinstate a project that has been termin

The IRB will decide on a course of action and establish a time line for the completion of that 

At a convened meeting of the IRB, the Chair will present the facts for consideration. The Chair 

study will be

or IRB

action. The discussion, action and vote will be recorded in the meeting minutes. The IRB may 
act at any time during the investigation to modify the terms of the 

pending issues required by the IRB. If the issues have not been resolved after one year, the 

IRB as new and past issues must be resolved to the satisfaction of the

For suspensions, the IRB deliberates and determines the category(s) of suspension which

 reinstate

c.

d.

c.

a.

c.

e.

d.

a.

a.

d.
e.

b.

b.

b.

b.

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 will:

The IRB may request a review from an independent source with expertise in the type of 

their rights and welfare (e.g.

Suspension to

Suspension to screening and
Suspension to interaction and intervention,

Suspension to

Office of Human Subjects

Compliance suspends or terminates a study

Consider whether procedures for withdrawal of enrolled participants take into account 

Consider informing current participants of the termination or

Consider the actions to protect the rights and welfare of currently enrolled

reviewed by the convened

research being conducted or expertise in the specific area of

participant, transfer to another investigator, and continuation under independent 
monitoring).

If applicable, notification that an internal audit of the study will be conducted by the 

If appropriate, requi

If appropriate, require the investigator to
IRB action plan, including a timeline for response and reporting
Reason and rationale for the suspension or

If someone other than the Director, Chair or Associate Vice President for Research 

Report any adverse event or o

 

iii.

 

ii.

ii.

 

a

i.

i.

terminated.

 

 

 

 

 

 

 

project

include:

the suspension or

the IRB.

Attend investigator

the participants’ rights and welfare.

A reminder that all study activities such as reporting adverse events, revisions to 
investigator brochures, and updated package inserts must still be reported to 

Provide a plan for oversight for current and future

Letter or script notifying all currently enrolled 

Procedure for the withdrawal of currently enrolled participants that

 

.

 

 

that

 

 

 

foll

recruitment.

 

 

ow

 has

re the investigator

-up.

 been

 

 

 

 

Protection.

termination.

 

 

IRB.

 

 

training.

suspended,

 

 

making arrangements for medical care of a research study 

enrollment.

utcome to the

 

ated, the investigator must submit the project to the 

 

 

 

 

to:

 the

 

 submit:

 

 

 

 

termination.

, it must be reported to the IRB and 

 

investigator

and/or

 IRB. 

 

 

participants who are affected by 

 

 

must

 research.

suspension or

 concern.

 

 

 

suspension.

satisfactorily

IRB.

 progress to the

 

 

 

encies per 

 termination.

 

 

 

resolve

par

 considers

ticipants.

 IRB.
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VA Research 

• The report of a suspension or termination must be made in writing with simultaneous copies, as 
applicable, to F, ACOS Research, and the Chair of the Research and Development Committee. 

 
4. RESPONSIBILITY 
The Associate Vice President for Research Compliance, Director, Chair

The Chair is responsible for presenting the facts to the IRB at a convened IRB meeting.

The Director is responsible for notifying the appropriate individuals and agencies of the suspen
termination.

termination of the research and for determining a course of action and establishing a timeline for 
completion of that action.

authority to suspend or terminate research.

IRB members are responsible for determining if the facts are sufficient to require suspension or 

 

 

 
 or convened IRB have the 

 

sion or 

 

 

 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 
45 CFR 46.113 and 21 CFR 56.113 

 
6. REFERENCED DOCUMENTS 
None 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

Chair and Director Present the facts to the IRB at a convened IRB meeting. 
IRB Members 

investigator.
Review the facts and 

 
make determination, establish an action plan and timeline for the 

IRB Coordinator Notifies the investigator within five (5) business days of IRB determination. 

AVPRC
Director

 
 

determination.
Notifies, within five (5) business days, all appropriate individuals and agencies of IRB
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1. PURPOSE 
The purpose of this 

which unanticipated problems involve risks to participants and ot
problems involving risks to participants or others. This policy also establishes the process to determine 

policy is to establish the reporting requirement of adverse events and unanticipated 

hers. 
 

2. POLICY 
2.1 Definitions: 
Adverse Events: 

that meets 

temporally associated with the subje
abnormal sign (for example, abnormal physical exam or laboratory finding), symptom, or disease,

Unanticipated Problems Involving Risks to Participants or Others: 
related to the subject’s participation in the research.

all of the following cri

any untoward or unfavorable medical occurrence in a human subject, including any 

teria:

ct’s participation in the research, whether or not considered 

 

 
any incident, experience, or outcome 

 

• 

• 

• Su

studied:

are described in the protocol
and informed consent document; and (b) the characteristics of 

involved in the research);
possibility that the incident, experience, or outcome may have been caused by the procedures 

psychological, economic, or social harm) than was previously known or

Unexpected (in terms of nature, severity, or frequency) given (a) the research procedures that 

Related or possibly related to participation in the research (meaning there is a reasonable 

ggests that the research places subjects or others at a greater risk of harm (including physical, 

 

 and

-

 

related documents, such as the IRB
the subject population being 

-approved research protocol 

 recognized. 

Others: 
occur. The harm may be physical, psychological, financial, social, economic, or legal.
Risks: The occurrence of harm or the probability that harm or an increased l

Individuals who are not research subjects. 

ikelihood of harm might 
 

 
2.2 Investigator’s Responsibility 

cases within five working days after the event had been made known to the investigator. The following 
must be reported:

Investigators must report to the USD Office of Human 

 

Subject Protection as soon as possible, but in all 

• 
• Adverse

for example:

Unanticipated

Information that indicates a change to the 
 Event

 

 
 
problem 

risks or potential benefits of the research, • 

o 
treatment than initially
An interim analysis indicates that the participants have a lower rate of response to 

than initially
A paper is published from another study that shows that an arm of the research study is 

Safety monitoring indicates that a particular side effect is more severe or mo

of no therapeutic

 expected.

 value.

 

 expected.

 

 
re frequent o 

o 

• Change in FDA labeling or withdrawal from marketing of a drug, device, or biologic used in a 

Change to the protocol taken without prior IRB review to eliminate an apparent immediate 
research

hazard to a research

 protocol. 

 participant. 
• 

410-SOP Adverse Events & Unanticipated Problems 
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• 
• 
• 

• 

• 
• 

threatening prob

welfare of

Sponsor

caused harm

death was not previously identified in nature, severity, or degree of incidence in the 

Complaint from a participant when the complaint indicates unexpected risk or cannot be 

investigational plan or application (including a supplementary plan or application), or

increased risk of

unanticipated serious problem associated with a device that relates to the rights, safety, or 

resolved by the research

Unanticipated adverse device effect (any serious adverse effect on health or safety or any life

Protocol violation (which an accidental or unintentional change to the IRB

Incarceration of a participant in a protocol not approved to enroll
Event that requires p

-imposed suspension for

 subjects).

 to participants or others or indicates that the participants or others are at an 
 harm.

lem or death caused by, or associated with, a device, if that effect, problem, or 

 

rompt reporting to the

 

 team. 

 risk. 

 sponsor. 
 prisoners.

- approved protocol) 

 

 any other 

- 

 

 

The investigator must complete the 

The investigator is responsible for the documentation, investigation and follow

etc.
documents such as MedWatch form, medical record notations, and correspond

problems that occur at the site in which the investigator is responsible for the conduct of the research.

 

Unanticipated Problem Report form and attach any associated 

-

ence from the sponsor, 

up of unanticipated 
 

 

 
2.3 Review of the Event or Problem 
The Chair, Director, or other qualified IRB voting member/reviewer will review the event or problem 
within 5 business days of receiving a report to determine whether the incident was serious, 
unanticipated, and related to the research. If approp
review the protocol, consent form, and any other relevant documents pertaining to the event or 
problem.  After initial review by the Chair or designee, one of the following determinations will be 
made: 

riate to the event or problem the reviewer will also 

• 

• The event or problem is considered an unanticipated problem involving risks to participants or 

T

The event or problem 

others because the problem (1) is unanticipated and (2) indicated that the participants 

event is either anticipated or does not indicate that the participants are at increased risk of 

increased risk of harm and needs to be discussed with the

harm). The Director or Chair will take no action, document the re
meeting agenda for reporting purposes,

he event is NOT an unanticipated problem involving risk to participants or others (because the 

needs to be discussed with the

 or 

 IRB. 
 IRB. 

view, and put the event on the 

are at 

• 
 

VA RESEARCH
within one hour of the situation 

Security Officer, and the facilit
reportable event to VA must be reported to the ACOS/Coordinator for Research, the facility Information 

: In the event of a 

y Privacy Officer

breach of confidentiality
when it involves unauthorized access to VA

 

: A breach of confidentiality 
-sensitive information or a 

must be reported 

VA RESEARCH
problem or event is serious and unanticipated and related to the research, the IRB Chair or designee 
must report the problem or event directly (without intermediaries) to the VA facility Director within 5

: If the convened IRB or the qualified, IRB voting member-reviewer determines that the 

 

http://new.usd.edu/research/research-and-sponsored-programs/upload/EventUnanticipatedProblemChecklist.doc
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The Chair may determine that immediate action is needed to ensure the participants’ safety. The Chair 

Suspensions ordered by the Chair will follow IRB pro
may suspend some or all of the research pending review of the event at the next convened IRB meeting. 

cedures for suspension and termination. 
 
For any event or problem that needs to be discussed with the IRB, the following procedure will be used: 

• The Chair or designee will present the event or problem to the IRB at the next convened 

The IRB member
meeting. 

s will be provided: • 
o Copy of the event form and all appropriate documentation including current approved 

protocol and informed

Investigator brochure, if one
Previous reports of unanticipated problems involving risks to participants or

 consent.

 exists.

 

 
 others. o 

o 
• The IRB will review and vote whether the event represents an unanticipated problem involving 

unanticipated, related, and indicated that participants or others 
risks to participants or others by considering whether the information in the report was 

participants or others, the IRB considers the following
If the IRB considers the event to represent an unanticipated problem involving risks to 

 actions: 

are at an increased risk of harm. 
• 

o 
o 
o 
o 

o 
o 
o 
o 
o 
o 
o 
o Termination of the

Additional information provided to past

Suspension of the

Other 

participants’ willingness to continue to take part in the research).
Notification of current participants (required when such information may relate

Requiremen

Modification of the research
Modification of the informatio

Modification of the continuing review
Modification of the inclusion/exclusion
Monitoring of the
Implementation of additional procedures to monitor the
Monitoring of the

Request for more information pending final
Refer to other organizational entities (e.g., legal counsel, institutional official),

actions appropriate for the local

t that current participants re

 

 
 
consent.

research.

research.
 research.

 

 

 

 

 

protocol.
n disclosed during the consent

 

 

schedule.

 

 

content.

criteria.

 participants.

-consent to

 decision.

 

 

 
 

 

participation.

 

 participants.

 process.

 
 

 

 

 or

 to

 

 

o 
o 
o 

 
The determination and vote will be reported in the minutes and the investigator will be notified. 

 
2.4 Notification 

SOP 408 Reporting Requirements

 

 meeting.
. 
 
A copy of that report will also be disseminated 

 

to the IRB members at the next convened IRB
agency according to 

pa
report and that no action will be required.

participants o

No action required

Full Board review:

Board’s determination and action(s). Also, the event will be reported to the appropriate individuals and 

rticipants or others, the investigator will be sent a letter indicating that the IRB has received the 

r others, the investigator will be notified within five (5) days of the IRB meeting of the
 

: If the event is determined not be an unanticipated problem involving risks to 

If the event is determined to be an unanticipated problem involving risks to 

the ACOS for Research and the R&D Committee.
business days after the determination. The report must be made in writing, with a simultaneous copy to 
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4. RESPONSIBILITY 

 
The Chair or designee will revi

full IRB at a convened meeting.

agencies.

Chair or designee is responsible for initial review of reports of unanticipated problems involving risks to 

involving risks to particip

unanticipated problem involving risks to subject or others.

participants and others.

participants or others and make the initial determination and, if appropriate, present the event to the 

IRB members are responsible for 

Director is responsible, if appropriate, to notify individuals and agencies of the unanticipated problem 

Problems

IRB Coordinator is responsible for sending out letters to investigators, appropriate individuals and 
 

. 

 

ants or others per 

ew all initial reports of unanticipated problems involving risk to 

 

determining if the event represents a serious adverse event or 
 

 

SOP 408 Reporting Requirements for Unanticipated

 

 

 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Directive 1200.05
VHA Handbook 1058.01

Adverse Events

45 CFR 46. 

Guidance of Reviewing and Reporting Unanticipated Problems Involving Risks to Subjects or Others and 

21 CFR 56.108(b)(1)
21 CFR 312.32
21 CFR 812.3(s)

108(a)(4)(i)

 

 

 

 
 

 
 

 
6. REFERENCED DOCUMENTS 
Unanticipated Problem Report Form 
Unanticipated Problem Reviewer Checklist 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Any compromise of personally identifiable in
working business day).

When following DOE regulations and guidance: 
3. RESEARCH SPONSORED BY THE DEPARTMENT OF ENERGY

days) report the following to the Director of Human Subjects Protection:
•

•
•
•

 

 
 
 The timeframe for promptly is defined as within 48

Any significant adverse events, unanticipated risk and complaints about the research, with a 

Any suspension or termination of IRB approval of
Any significant non

description of any corrective actions

 

-compliance with HRPP procedures or other

 taken or to be

formation must be reported immediately (within one 

Researchers must promptly (within 3 working business 

 research

 

 taken.

hours 

 

 
 

 requirements
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Who Task 

 
Director

Chair or Designee

 

 
receipt.

Reviews all reports of Adverse Events & 
Participants or Others Form and immediately triages as appropriate.
Determines if the event is (1) serious, (2) unanticipated and (3) related within 5 days or 

If applicable, presents the facts to the 
 

IRB at a convened IRB meeting

Unanticipated Problems Involving Risks to 
 

 
IRB Members 

investigator.
Review the facts and make determinations, establish an action plan and timeline for the

 
 

IRB Coordinator 
VA 
determination.

Notifies the Investigator within five (5) business days of IRB determination. 
research: notifies Facility Director and R&D committee within 5 days of

 
 IRB 

Director 

at the next convened meeting.
per 
If reportable, notifies within 30 business days all appropriate individuals and agencies 

SOP 408 Reporting Requirements
 

. Provide a copy of the report to the IRB members 
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1. PURPOSE 
The purpose of this policy is to establish procedures for investigators and investigators who also may be 

test article under study.
sponsors holding an Investigational New Drug (IND) or 

 
Investigational Device Exemption (IDE) for the 

 
2. POLICY 

sponsor. It is 
CFR 312 and 21 CFR 314 (investigational drugs) or 21 CFR 812 and 21 CFR 814 (investigational devices).

product’s safety or efficacy, an Investigational New Drug (IND) or Inv
required. If an IND or IDE is required, the investigator proposing to conduct the study must first obtain 

If the principal intent of the investigational use of a test article is to develop information about the

FDA approval of an IND or IDE application either directly or indirectly via a device or pharmaceutical 
also the responsibility of the investigators to meet the requirements of regulations in 21 

estigations Device (IDE) may be 
 

 
 

3. SPECIFIC POLICIES 
3.1
used in a clinical investigation. An investigational drug can

 Definition of Investigational Drug. An investigational drug is a chemical or biological drug that is 
 be: 

• 

• 

• 
that are not the drug(s) being studied are not defined as investigational drugs unless they are 

A new chemical compound, which has not been released by the Food and Drug Administration 

An approved drug 

considered investigational

administration schedule, or under an Investigational New Drug (IND) application, in a controlled, 

Concurrent medications, comparators, or res

(FDA) for general use,

not commercially approved or not available through commercial

randomized, or blinded clinical

legend items used for diagnosis or treatment and meeting the definition described above are 
Prescription drugs, over

that is being studied for an approved or unapproved use, dose, dosage form, 
 or

-

 

the

 drugs.

-counter d

 trial.

 

 

rugs, nutritional supplements, herbal preparations, and 

cue medications used in the investigational trial 

 channels. 
• 

 
3.2 Investigator Responsibilities 

 
The investigator will need to submit the IND or IDE assignment letter to the IRB. If there is debate 

Then an IND is not necessary.

to determine if an IND is necessary. The investigator may use the “Drug/Biologic and IND Requirement 
Checklist” or the “Device and IDE Requirement Checklist” to assist in determining if 

documentation that an IND is not necessary and conditions stated in 21 CFR 312.2(B)(1) have been met. 

21 CFR 312 and 21 CFR 314 for an IND and 21 CFR 812 and 21 CFR 814 for an IDE. The investigator will 

required. However, IRB approval must be obtained.

regarding the need for an IND, the IRB will require that the PI contact the FDA to obtain 

need to put the plan into writing and submit it to the IRB for 

For research involving the use of a 

If the investigator plans on holding the IND or IDE, the investigator will be required to meet with the 
Director and Chair to review how the investigator plans to meet the sponsors requirements according to 

 

drug other than the use of a marketed drug the investigator will need 

 

final approval. The plan needs to include,

an IND is not 

written 

 

 

411-SOP Investigational Drug or Device 



THE UNIVERSITY OF SOUTH DAKOTA -- INSTITUTIONAL REVIEW BOARD -- STANDARD OPERATING PROCEDURES 

Last revised 
February 2023 

 

99 of 185  

 
The i

The investigator is r

The investigator will obtain informed consent for studies involving an IND or I

function on local research committee(s), are responsible for determining

control, storage, monitoring and dispensing of the test articles (drugs, biologics, or devices).

consent form to document each participant’s consent to participate in the study.

accountability, site study monitoring, conflict of interest, and periodic reports to the FDA.

direction of the study investigator.
in a safe and secure manner and are only used in the IRB approved research study and under the 

identify the test article as investigational and will inform the participants that the FDA may inspect the 

investigational drugs. Documentation of a properly

but not be limited to: good manufacturing practices, test article storage, labeling, distribution, 

research records.

have received initial approval and funding, prior to ordering, receipt, storage, or dispensing of 

VA Research: 

VA Research: 

nvestigator is responsible for assuring the IRB that the investigational drugs and devices are stored 

The Pharmacy Service, and/or Research Service Investigational Pharmacy, as part of their 

The investigator is responsible for providing the pharmacy with a signed copy of the VA 

 

esponsible for assuring the IRB that there are appropriate plans for inventory 

 

-approved clinical investigation includes:

 that all investigational studies 

DE. The consent form will 

 

 

 

 

 

 

 

 

• 
VA

A copy of VA Form 90
A copy of the approved

Subcommittee on Human Studies, approved by the IRB or the R&D

Minutes or an approval letter s

Minutes, an approval letter signed by the IRB Chairperson, or VA Form 10
 facilities] 

12, Investigational Drug Record, when appropriate;
 protocol.

igned by the R&D Chairperson and/or ACOS/ Research for the 

 

 Committee;
 and

-1223, Report of 

 
 

• 

• 
• 

 

terminated.
Committee, and the ACOS of Research, when a study involving investi
VA Research: 

 

The investigator is responsible for informing the chief, pharmacy service, and the R&D 
gational drugs has been 

 
3.3 IRB Review 

 
The reviewer(s) will use the “Drug/Biologic and IND Requirement Checklist” or the “Device and IDE 

The IRB will review each protocol that uses drugs and biologics to see if an IND or IDE has been

The IRB will review protocols involving investigational devices to determine if the device is a Significant 

the IRB determines that the res

valid IND number on the IRB 

Studies involving an IND or IDE will undergo initial and continuing review at a co

or required.  If one is required, it is the investigator’s responsibility to obtain the FDA assignment

not already have an IDE, the investigator will be notified. See Appendix I for SR and NSR details.

review.
IRB that includes at least one physician or pharmacist unless the study meets the criteria for expedited 

Requirement Checklist” to determine if an IND is required. If so, the PI must provide documentation of a 

Risk device (SR) or a Non

 

- Significant Risk device (NSR) using the Device

application.

earch involves a SR device, an IDE is necessary. If the investigator does 

 

-IDE Requirement Checklist If 

nvened meeting of the 

 received

 

 letter. 
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The pharmacist reviewer will review the application to determine if the plan for storage, control and 

Studies involving an IND or IDE will be reviewed according to policy and procedure and, in addition, the 

disp

investigational drugs or devices meet, appropriate standards.

participants who have provided informed consent.

IRB wil

ensing of the drug is adequate and to ensure that only the investigators will use the drug on 

l confirm that the investigator’s plans for inventory controls for storage, monitoring, dispensing of 

 

 

 

 
4. RESPONSIBILITY 
The Chair and/or Director are responsible for meeting with an investigator w
or IDE.

IRB members are responsible for reviewing IND or IDE protocol submissions. 

Director or IRB Coordinator is responsible for verifying the IND or IDE.

 

 

ho plans on holding an IND 

 

5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Handbook 1108.04
VHA Directive 1200.05

21 CFR parts 50 and 56, 50.24
21 
21 CFR 312, 314, 812, 814

CFR 312.2(b), 312.7

 

 

 
 

 

 
6. REFERENCED DOCUMENTS 
Drug/Biologic and IND Requirement Checklist 
Device and IDE Requirement Checklist 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

Chair and Director 

or 812, 814.

investigator understands and puts into writing the plan that he/she is to act as the
“sponsor” and will adhere to the sponsor responsibilities outlined in

Meet with the investigator (who plans on holding the IDE or IND)to ensure that the 

 
 21 CFR 312, 314,

 
 

IRB Members 
covering the responsibilities outlined in 21 CFR 312, 314, or 812, 814.
Review the IRB submission, including the plan (if investigator holds the IND) for 

 

IRB
(Pharmacist)

 Member 
 

Ensures the investigator’s plan for storage, control and dispensing is appropriate. 

Director or IRB
Coordinator 

 Checks IDE or IND FDA number and assignment letter to ensure validity. 
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1. PURPOSE 
This policy describes the review of non-reportable events. 

 
2. POLICY 
The IRB does not require the reporting of adverse events unless the event is serious, unexpected, and 

will accept reports of these events when sponsors require investigators to report such events to the IRB, 

SOP 410 Adverse Events &Unanticipated Problems Involving Risks to Participants or Others

or when the investigator is unsure whether the event should be reported

related to the research. Investigators are not required to report other events. However, the IRB office 

. 

 
 

 

3. SPECIFIC POLICIES 
3.1 Definitions 

 
Serious: 

involved in the research

Unexpected: 

Related to the Research Procedures
possibility that the incident, experience, or outcome may have been caused by the procedures

be participants), or required intervention to prevent one or more persons from experiencing harm.

reflected in the informed consent document
protocol-

An event is “serious” if it involved a serious ha

related documents reviewed by the IRB

An event is “unexpected” when its 

. 

: An event is “related to the research procedures” if 

 and/or 
nature, severity, and/or frequency 

. 
the research procedures that are described in the 

rm to one or more persons (who may or may not

were not accurately 

there 
 
was 

 

a reasonable

 

 

 

 
3.2 Submitting Non-Reportable Events 
The investigator may submit the form at the time of the event, or with the annual review. 

 
3.3 Review of Non-Reportable Events 

 

 

 
The Director or IRB Coordinator will review all non

the Chair.

At the discretion of the IRB staff, the Investigator or the de

staff may

staff making the correction. The IRB staff requests that the c

acknowledging receipt by the IRB and a copy is returned to the investigator.

deadline for response. A copy of the form is kept with the IRB records until the original is returned.

Corrections are documented in the IRB file, indicating the date, the person spoken with, and the IRB 

instead of returning the form to the Investigator.

records.

If any applicable sections of the form are incomplete or have been answered unsatisfactorily, the IRB 

If the report requires 

 

 

 

return the form and any attachments to the Investigator with a written explanation and a 

immediate action, the Director will immediately refer the report to 

 

-reportable events. The form is stamped 

signated contact person may be contacted 

hanges be documented in the Investigator’s 

 

 

 

412-SOP Review of Non Reportable Events 
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processed according to 
If the investigator indicates that a change in the consent or protocol is necessary, the revision will be 

SOP 403 Amendment/Project Update 
 

4. RESPONSIBILITY 

 
The Director will review all non-reportable events. 

5. APPLICABLE REGULATIONS AND GUIDELINES 

Adverse Events.
Guidance of Reviewing and Reporting Unanticipated Problems Involving Risks to Subjects or Others and 

 
 

6. REFERENCED DOCUMENTS 
Non Reportable Event Form. 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 
IRB Coordinator Receives Unanticipated Problem Form and triages to Director. 
Director

Sends ‘reviewed” stamped form to investigator.

Reviews events and acknowledges by placing “reviewed” stamp on 
If there is a consent or protocol revisions, handles according to SOP 403.

 

form.
 

IRB Coordinator 
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1. PURPOSE 
This policy describes the process for the review of the emergency use of a test article which includes 
investigational drugs, agents, biologics, or devices. 

 
2. POLICY 

 

to be reported in a marketing application.

A one
without prior IRB review and approval is permitted under 21 CFR 56.104(c).

When an investigator conducts an emergency use of a test article in a life

standard acceptable treatment is available, and in which there is not sufficient time to obtain IRB 
approval (21 CFR 56.102(d)).

Emergency 

prior IR
regulations. FDA may require data from an emergency use of a test article in a life

-time emergency use of an investiga

B review, the activity is research under FDA regulations and the patient is a subject under FDA 

Use: The use of a test article on a human subject in a life

 

 

tional drug, device, or biologic “test article” by an investigator 

-threatening situation in which no 

-threatening situation without 

 

-threatening situation 

 

 
3. SPECIFIC POLICIES 
3.1 Investigator Responsibilities 

• 
• 

• 

• The investigator must submit written certification to the IRB within five (5) working days after 

The investigator will use the “Criteria for Emergency Use of a Test Article Checklist” to ensure 

the use of the test

the regulatory criteria is met and

Whenever possible, the investigators are to contact the IRB in advance of the emergency

Use of a Test Article
Informed consent requirements for emergency use are located in the “Criteria for Emergency 

 ar

 Checklist”.

ticle. 

 

 documented. 

 use. 

 
3.2 IRB Responsibilities 

• The IRB Chair will use the “Criteria for Emergency Use of a Test Article Checklist” (for both 

obtained or waived in accordance with FDA
use meet regulatory criteria and also to 
prospective reports and retrospective reports) to determine whether the circumstance of the 

determine whether informed consent was or will be 
 regulations. 

o 
Chair will inform the investigator and clears them to proceed with
If the IRB Chair determines that the circumstances meet regulatory criteria, the IRB 

out full IRB review. 
• 

approval will be serious
Chair will inform the investigator and indicate that proceeding with the use without IRB 
If the IRB Chair determines that the circumstances DO NOT meet regulatory criteria, the IRB 

 non-compliance. 
o 

referred to the convened IRB for review of potential
If the IRB Chair has concerns regarding failure to follow regulations, the matter shall be 

 non-compliance. 
 

3.2.2 Receipt of five (5) day report to the IRB (did not obtain prior approval) 
• A primary and secondary 

whether the circumstance of the use described in the five (5) day report met regulatory
reviewers will use the “Criteria for Emergency Use of a Test Article Checklist” to determine 

reviewer will review the report at a convened IRB meeting. The 

 criteria. 

413-SOP Emergency Use of a Test Article 
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o The IRB will confirm that the emergency use was justified and met the regulatory 
criteria. As needed, additional information may be requested prior to that 

Chair will inform the investigator in writing that the use without IRB approval is serious 

determination.

inform the investigator in

non

If the IRB determines that the circumstances DO NOT meet regulatory criteria, the IRB 

Non

If the IRB determines that the circumstances meet regulatory criteria, 

-
-
compliance, and refe
Compliance with IRB Policy and Procedure

 

 

rs the matter to the convened IRB for review under the policy 

writing. 

 407-SOP. 

the IRB Chair will o 

o 

 
3.3 Research Subject to FDA Regulations 

• The emergency use of a test article, other than a medical device, is a clinical investigation, the 

a marketing
patient is a participant, and the FDA may require data from an emergency use to be reported in 

 application. 
o 

of a research activity subject to DHHS
participants research, nor permits the outcome of such 
DHHS regulations do not permit data obtained from patients to be classified as human 

 regulations. 
care to be included in any report 

• In order to use a test article in a life-threatening situation without prior IRB reviews: 
o The participant is in a life

There is not sufficient time to obtain IRB
The use is reported to the IRB within five working
Any subsequent use of the test article is subject to IRB

No standard acceptable treatment is
-threatening or severely debilitating

 available.
 approval.

 

 days.
 

 review.
 

 situation.

 

 
o 
o 
o 
o 

• 
exception to the requirement for consent in FDA
Consent will be obtaine

One of the following is
If the research involves an investigational drug, the FDA has issued an

 true:

d in accordance with FDA regulations, or the circumstances meet the 

 

 regulations. 
 IND. • 

• 
o 

elements of consent d

documentation.]

authorized representative, in accordance with and to the extent required by 21 CFR 50 

accordance with and to the extent required by 21 CFR 50.27. 
needs to be documented in writing using the long or short form of consent 

[The consent process needs to disclose all required and appropriate additional 

Informed consent is 

 

sought from each prospective participant or the participant’s legally 

isclosure.] and informed consent is appropriately documented, in 
[The consent process 

o Informed consent is not required because all of the following are true: 
 

not otherwise participating in the clinical investigation certified in writing
Before the use of the test article both the investigator and a physician who is 

 that: 
• The participant is confronted by a 

Time is not sufficient to

There is no available alternative method of approved or generally 

from, the

saving the life of the

an inability to communicate with, or obtain legally effective consent 

necessitating the use of the test

representative.

recognized therapy that provides an equal or greater likelihood of 

Informed consent cannot be obtained from the participant because of 

 participant.

 

 participant.

 
 obtain consent from the participant’s

 

 

article.
life-threatening situation 

 

 legal 

• 

• 

• 
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 The above wr
after the use of the test

itten certification is submitted to the IRB within five working days 
 article. 

o Informed consent is not required because all of the following are true: 
 

 Time is not sufficient to obtain the independent determination of a physician 

following:

who is not otherwise participating in the clinical

preserve the life of the participant.
Immediate use of the test article is, in the investigator’s opinion, 

Before the use of the test article the investigator will certify in writing all of the 
 

 

 investigation. 

required to 

 

• The participant is confronted by a life

Time is not sufficient to obtain consent from the participant’s

There is no available alternative method of approved or genera

from, the

saving the life of the

an inability to communicate with, or obtain legally effective consent 

necessitating the use of the test

representative.

recognized therapy that provides an equal or greater likelihood of 

Informed consent cannot be obtained from the particip

 participant.

 

 participant.

 

 

 

article.
-threatening situation 

 
ant because of 

 legal

lly 

 

• 

• 

• 

 
the clinical investigation will certify in writing within five wo
After the use of the test article a physician who is not otherwise participating in 

use of the article all of the following: 
rking days after the 

• The participant is confronted by a life

Time is not sufficient to obtain consent from the participant’s

There is no available alternative method of approved or generally 

from, the

saving the life of the

an inability to 

necessitating the use of the test

representative.

recognized therapy that pro

Informed consent cannot be obtained from the participant because of 

 participant.
communicate with, or obtain legally effective consent 

 

 participant.

 

vides an equal or greater likelihood of 

 

 

article.
-threatening situation 

 

 legal 

• 

• 

• 

 The above written certification will be submitted to the IRB within five working 
days after the use of the test article. 

 
 

3.4 VA Regulations 
A patient receiving a test article in an e
involved in research and is not a research participant.

mergency use that is regulated by FDA is not considered to be 
 

• VA regulations pertaining to research involving human participants do not permit data obtained 
from patients to be classified as 

involving human
be included in any report of a research activity subject to VA regulations pertaining to research 

 participants. 

human participants research, nor may the outcome of such care 

 
4. RESPONSIBILITY 
The Chair is responsible for determining whether the circumstances of the use meet regulatory criteria. 
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5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Directive 1200.05
21 CFR parts 50 and 56,

 
 

 
6. REFERENCED DOCUMENTS 
Criteria for Emergency Use of a Test Article Checklist 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY  

Who Task 

IRB Coordinator Triages call from PI immediately to Chair. 
Chair Reviews and determines if use meets regulatory criteria. 
IRB Coordinator Sends out letter to investigator. 
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1. PURPOSE 
This policy describes the standards and parameters for the review of international research. 

 
2. POLICY 

 
The I

The University is committed to upholding the standards for ethical research and informed 

the host country may alter the risk fo
the U.S. Other countries and institutions within foreign countries may have IRB or Ethics Committees 

All policies and procedures that are applied to research cond

for conducting research in the country.

which require review of the research before research can be conducted in that

creates areas of concern for both the investigator and IRB. Cultural, economic, or political conditions of 
expectations for all research conducted outside the United States. Research conducted outside the U.S. 

and practices for the country where the proposed study will occur, along with an outline of how the 
investigator will follow those laws, regulations, cus
investigator to provide to the IRB evidence of the qualifications of the researchers and the research staff 

research conducted in other countries as appropriate even the governing laws of the other country are 
less stringent.

RB shall require the investigator to provide the IRB, the local applicable laws, regulations, customs, 

 

r participants compared to the same research conducted within 

 

toms, and practices. The IRB will require the 

ucted domestically should be applied to 

 country. 

consent 

 

 
2.1 VA Policy: 

• 

• 

• 

• 

• 
that human subjects outside of the U.S. who participate in research projects in which VA is

t

VA international research is defined as any VA

All international research must also be approved explicitly in a document signed by the VA 

sites (i.e., not within the United States (U.S.), its territories, or Commonwealths), any VA

collaborator receive equivalent protections as research participants inside the U.S. if the activity 

conducted through any mechanisms of support including MOUs, CRADAs, grants, co
other

any VA
or identifiable or de

approved research using either identifiable or de

approved by the

approved research that entails sending such specimens or data out of the U.S. Note: This 
definition applies regardless of the funding source (funded or unfunded) and to research 

identifiable or de

involves human subjects research requiring IRB approval or lim

research that entails sending such specimens or data out of the U.S. This definition applies 
regardless of the funding

medical facility Director, except for Cooperative Studies Program activities which must be 

Before approving international research involving human subjects research, the IRB must ensure 

International research is 

Before approving international research involving human subjects research, the IRB must ensure 
hat human subjects outside of the U.S. who participate in research projects in which VA is a 

 agreements.

-approved research using either identifiable or de

 CRADO.

-identified human data originating from interna

 

-identified human data originating from international sites, or any VA

 
defined as VA

 source. 

-approved research conducted at international sites or 

-approved research conducted at internat

-identified human biological specimens or 

-identified human biological specimens 

ited IRB

tional sites, or any VA

 review. 

ntracts, or 

-approved 

ional 
- 

- 

 a 

414-SOP International Research 
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• The researcher must conduct the research in accordance with VA requirements and all other 

collaborator receive eq

applicabl

executive
databases, federal criminal laws, and the standards of ethical conduct for employees of the 

involves human subjects research requiring IRB approval or limited IRB review.

e federal requirements for protecting human participants, tissue banking, use of 

 branch. 

uivalent protections as research participants inside the U.S. if the activity 
 

 
3. SPECIFIC POLICIES 
3.1 Review of the Research by the Foreign Ethic Committee 

 

the research participants, irrespective of whether the research is conducted in the United States or at 

Approval by the foreign local IRB or Ethics committee where the research is taking place prior to USD IRB 

foreign sites. In the in

systems, and social policies distinguish international research from U.S. research and must be 

such research.

community leaders to provide insigh

considered careful

approval is optimal. If there is no equivalent board or group, investigators must rely on local experts or 

education, cultural and social history, and social mores, as well as co
participants in the design and conduct of the research to ensure respect for differences in language, 

national policies such as the availability of national health insurance, philosophically different legal 

It is important that all research with living human beings adequately protects the rights and welfare of 

 
ly by investigators and the USD IRB when contemplating conducting and reviewing 

ternational setting, special attention should be given to the involvement of local 

t into local context. 

mpliance with local law. In addition, 

 
3.3 Exempt and Expedited Review 

expedited 
may be sought out to provide guidance to the reviewer.

International studies that are minimal risk, do not ask sensitive questions, and fall under the exempt or 
categories may be reviewed by the Chair or designee. A consultant familiar with local context 

 
 

3.4 Institutional Review Board Considerations 

This committee should also be listed in the protocol as an area reference for participants to 

The local IRB, Ethics Board, or IEC must be kno

take steps either to identify a review board within the general region or to identify a local institution 
that can serve in a comparable capacity (e.g., a tribal council, school board, town committee, or hospital 

c

contact information of this organization and work with this committee via e

composition, mores, laws, and standards of conduct. In the event that no such local IRB, Ethics Board, or 

board). A copy of the local IRB or IEC 

research protocol by a local IRB, Ethics Board or Independent Ethics Committee (IEC) whenever possible. 
In addition to obtaining IRB approval, the principal investigator (PI) must seek review of his/her human 

IEC exists or when such a local ethics board is unable or unwilling to review the research, the PI m

ommunicate problems and complaints.

approval must be submitted to the IRB. The IRB should have 

 

wledgeable about and sensitive to local community 

-mail for regular updates.

ust 

 

 
If USD IRB approval is required before the foreign IRB approval can be obtained the IRB may either: 

o 
o 

foreign IRB.” The investigator will be required to submit to the USD IRB all 
correspondence and approval

Review the study and make a motion, “Approved, pend
Require an expert consultant to address issues of local context;

 document. 

ing review and approval of the 
 or 
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The protocol must provide evidence of sufficient local resources and facilities to support the p

with the USD IRB.

consultants. The level of knowledge about the local context and local law required for approval is based 
on the de
considerations of local context and inclusion of strategies to mitigate harm than do minimal risk studies.

and are responsible for the ongoing moni

about the level of risk to potential research participants, the IRB must demonstrate that it has sufficient 

discussions with either IRB members knowledgeable about the local context or appropriate expert 
information about the local research context and local law 

human subject protocol in compliance with this policy and local law. The PI and the foreign site are 
responsible for ensuring that the resources and facilities are appropriate for the nature of the research, 

review, continuing reviews, amendments, all unanticipated events as well as regular communication 

In order to

gree of risk to potential research participants. Higher risk studies require more thorough 

 approve a protocol being carried out at a foreign site and to make an informed judgment 

 

toring of the research including the ability to submit the initial 

by its review of written material, or through 

roposed 

 

 

 
3.5 Informed Consent 
The informed consent process, as well as
SOP 700 Informed Consent. 

 the document must be in the subjects’ native language. See 

 

4. RESPONSIBILITY 
Chair, designee or IRB members are responsible for the review of international research. 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 
Office of Human Research Protections (OHRP) – International Issues 
6. REFERENCED DOCUMENTS 
None 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

 

Who Task 

IRB Members Reviews IRB application and all associated documents. 
Chair, Designee, Determines if local context consultant is needed. 
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1. PURPOSE 
The purpose of this policy is to establish procedures for investigators conducting a clinical trial at the 
University of South Dakota. 

 
2. POLICY 
The University of South Dakota is committed to compliance with the requirements concerning 

and Centers for Medicare and Medicaid Services (CMS).

ClinicalTrials.gov. This policy is in support of those requirements from the Food and Drug Administration 
(FDA), National Institutes of Health (NIH), and the International Committee of Medical Journal Editors 

 
 

3. SPECIFIC POLICIES 

 

 

 

Applicable drug and device clinical trials are defined as follows:

that do not evaluate new treatments.

An “intervention” is defined as many manipulation of the subject or their environment, which

42 CFR § 11.22(a) requ

with a medical device against a control, or pediatric post

subjects conducted in the United States

3.1

other types of

are assigned to groups that receive one or more intervention or treatment (or no intervention) so that 

assignments are determined by the study’s protocol. Participants may receive diagnostic, therapeutic, or 

ClinicalTrials.gov is a databank of federally and privately supported clinical trials involving human 

investigatio

intended to add to medical

include face
intervention is realized. This includes basic research projects that occur outside the clinic and projects 

requiring clinical trials be registered to improve public access to information about clinical research, 
promote public trust in research, and inform future research.

researchers can evaluate the effects of the interventions on biomedical 

If the principal investigator is conducting a clinical trial, registration at ClinicalTrials.gov may be required. 

 Definition of a Clinical Trial. 

Medical Devices: 

Drugs and Biologics
n, of a drug or biologic product subject to FDA regulation.

-to

 interventions.

-face interviews. “Outcomes” is defined as any goal or condition in which the effect of the 

ires registration of all applicable clinical trials initiated after September 27, 2007. 

A prospective clinical study of health outcomes comparing an intervention 

 knowledge. A clinical trial is a type of clinical studies in which participants 

: A controlled clinical investigation, other than a Phase 1 clinical 

 

A clinical study is a research study involving human participants that is 

 

 and worldwide. ClinicalTrials.gov is the result of a federal law 

-market surveillance required by the FDA.

 

 

 

or behavioral outcomes. The 

 can 

 

 

 

 

the research team) who has the ultimate responsibility for the conduct of the research. The principal 

3.2

investigator is designated as the “responsible party” and as

“responsible

University of South Dakota or investigator initiated clinical trial.

 Investigator Responsibilities. 
 party.” The Principal Investigator is the responsible leader of a team of investigators (and 

Responsibility for registration of the clinical trial falls on

sumes all associated responsibilities on a 
 

 the 

414-SOP Clinical Trials 
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Journal Editors and other journals require registration of clinical trial prior
with FDAAA 801, you must use ClinicalTrials.gov. Additionally, the International Committee of Medical 
applicable clinical trials to be r

participant.

In general, Section 801 of the Food and Drug Administration Amendments Act (FDAAA 801) requires 

 

egistered within 21 days of enrollment of the first participant. To comply 

 to enrollment of the first 

The PI will need to register for an account at Clinicaltrials.gov prior to submission. Clinicaltrials.gov 

the study has been approved by the USD IRB.
allows for studies to be registered before IRB approval, however, you may not recruit participants until 

 

The regulations at 42 CFR 11.48(a)(5) require a copy of the protocol and th

addresses, and other personally identifiable information, as well as any trade secrets or confidential
(SAP) to be submitted as part of the clinical trial results information. The PI may redact names, 

e statistical analysis plan 

 

The PI is responsible with submitting all required information to ClinicalTrials.gov in accordance with 42 
CFR 11.28. For all applicable clinical trials the PI must submit: 

1. Descriptive

j.

t.

v.

f.

x.
w.

g.

s.

o.

c.

e.

a.

d.

q.

i.

u.

m.
l.

n.

k.

b.

r.

p.

h.

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

trial, and the entry(ies) for Facility information in § 11.28(a)(2)(iii)(C) include no facility 

Studies a U.S. FDA regulative
Studies a U.S. FDA regulative drug

Study start

Study completion

Study

Secondary outcome measure information for each secondary outcome

Study phase (for an applicable drug
Study

studies at least one device product not previously approved or cleared by the U.S.

device

Other intervention names for each intervention

Offic

is a pediatric post

number (See, § 

locations in the United States or its

Intervention description for each intervention
Intervention

Device product not approved or cleared by U.S. FDA, if any studied intervention is a 

Product manufactured in and exported from the U.S., if the entry for U.S. FDA IND

Post prior to U.S. FDA approval or 

Primary completion

Enrollment

Primary purpose

Intervention names for each intervention

Primary outcome measure information for each primary outcome

Brief summary

Primary disease or condition being studied, or the focus of the

Brief

Pediatric post

 information
 
ial
title

 

 type

design

 

 

product

title
 

 

 

 

date

 

 

 

type for each intervention

-

 

market surveillance of a device product (for an applicable clinical trial that 

 

 

 

11.28(a)(2)(iv)(c) indicated that there is no IND or IDE for the clinical 

 

 

-

date

market surveillance of a 

 date
 

 

 device
 

clearance, for an applicable device clinical trial that 

product

 

 

territories

 

trial)

 studied

 

 studied

 

device

 

 studied
 

 studied
 

 product

 
 

 
 study

 measure

 

 measure
 

 

 
 or IDE 
FDA 
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The standard submission deadline for results information is no later than 1 year after the study’s

submitted.
commercial information contained in the protocol or SAP, unless 

appro
ClinicalTrials.gov within 30 calendar days of approval by the USD IRB. If your protocol is submitted and 

date which all required clinical trial results informa
(See 42 CFR 11.64(a)(1)(ii)(O)). The PI’s obligation to submit updates under 42 CFR 11.64(a) ends on the 

made or addressed in response to any electronic notice received under 42 CFR 11.64(b)(1).

primary completi

If you submit an amendment to the protocol to the USD IRB, the amendment must also be submitted on 

ved to more than one IRB, the date of the first board approval for the amendment should be used. 

 

on date, as described in 42 CFR 11.44(a) of the final rule.

tion has been submitted and corrections have been 

such information is required to be 
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1. PURPOSE 
The policy describes the requirements concerning review of research that involves pregnant women, 

autonomy, and present conditions that may affect risk/benefit
burden in research.

human fetuses, and neonates. This group could be potentially vulnerable to coercion in regard to 

 
 determinations or bearing unequal 

 
2. POLICY 

women’s additional health concerns during pregnancy and because of the need to avoid unnecessa

affected but cannot give consent.
risk to the fetus. Special attention is justified because of the involvement of the fetus that may be 

Research involving women who are pregnant should receive special attention from the IRB because of 

 

ry 

 
3. DEFINITIONS 

 

 

 

 

 
Viable, as it pertains to a neonate: 

she exhibits any of the pertinent presumptive signs of pregnancy, such as missed menses, until the 

Nonviable neonate: 

Pregnancy: 

Dead fetus: 

Fetus: 

Neonate: 

results of a pregnancy test are negative or until de

medical therapy) to the point of independently maintaining heartbeat and respiration.

movem

The product of conception from implantation until delivery.

ent of voluntary muscles, nor pulsation of the umbilical cord.

Newborn (birth to four (4) weeks).

The period of time from implantation until delivery. A woman shall be assumed pregnant if 

A fetus that exhibits neither heartbeat, spontaneous respiratory activity, spontaneous 

A neonate after delivery that, although living, is not viabl

Being able, after delivery, to survive (given the benefit of available 

 

livery. 

 

 

e. 

 
 

3.1 Pregnant Women and Fetuses 

determinations are met.
members will use the “Pregnant Women and Fetuses Checklist” to confirm that all the conditions and 
Pregnant women or fetuses prior to delivery may be involved in research. The IRB

 

 

 
3.2 Neonates 

the conditions and determinations are met.
Neonates may be involved in research. The IRB members will u

 
se the “Neonates Checklist” to confirm all 

 
3.3 VA Policy 

• 

the enhancement of FDA
facilities. This includes prospective and retrospective research involving provision of or 

consenting subjects, both male and female, undergoing or wh

investigators while on official VA duty, at VA facilities, or at VA
Research that involves provision of in vitro fertilization services can be conducted by VA 

-approved methods of in vitro fertilization for studies involving 
o have undergone in

-approved off-site 

 vitro 

500-SOP PREGNANT WOMEN, FETUSES AND NEONATES 
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• 

• 

• 

Act (42 U.S.C. 289g(b)) cannot be conducted by VA Investigators, at VA facilities, or at 
VA approved off

the VA medical facility has sufficient expertise in women’s or reproductive health to 

fetuses in utero under 45 CFR 46.208(a)(2) and Section 498B of the Public Health Service 

fertilization for the treatment of certain forms of human infertility. In vitro fertilization is 

Women who are known to be pregnant

cells (https://stemcells.nih.gov/policy/2009

conduct the proposed research

consent requirements and the following ethical and scientific

conducted by VA investigators while on official VA duty, at VA facilities, or at VA
approved off

all the following requirements are met and the VA medical facility Director certifies that 

conceived through in vitro fertilization or other artificial reproductive technologies are 

any fertilization of human ova that occurs outside the body of a female, either through a 

(https://grants.nih.gov/grants/gu

invasive monitoring of pregnant women as subjects (see guidance at 

https://grants.nih.gov/grants/guide/notice

policy set by NIH for recipients of NIH resear

purposes or research in which a human embryo or embryos are destroyed, discarded, or 
knowingly subjected to risk of injury or death greater than that allowed for r

https://

permitted.

mixture of donor human 

Research involving the creation of a human embryo or embryos solely for research 

Research in which the focus is either a fetus, either in

Prospective and retrospective studies that enroll or include pregnant subjects who 

• 

www.research.va.gov/resources/policies/default.cfm)

 

-site facilities. Use of human fetal tissue 

-site facilities.

sperm and ova or by any other means.

 

 if the research includes interventional studies or 

ide/notice

 and their fetuses may be involved in research if 

-
-
files/not
-

guidelines.htm) shall be governed by the 

files/NOT

ch funding.

-od

-

-

utero or ex

OD

 

-16
-15
-033.html) and human stem 

-

 criteria:
, 

143.html and 

including informed 

 

-utero can be 

 

esearch on 

- 

o 

o The risk to the fetus is caused solely by interventions or procedures that hold 

Any risk is the least possible for achieving the objecti

the prospect of a direct benefit both to the pregnant woman and the fetus, or 

fetus or

the purpose of the research is the development of important biomedical 

greater than minimal and the purpose of the research is the development of 

Where scientifically appropriate, preclinical studies, including studies on 

women, have b

accordance with the p

out the prospect of direct benefit for the woman or fetus. If there is no such 

directive;
(5) Each ind

(6) For children who are pregnant, assent and permission are obtained in 

informed regarding the reasonably foreseeable impact of the research on the 

important biomedical knowledge that cannot be obtained by any other means, 

no prospect of benefit for the woman nor the fetus when risk to the fetus is 

her consent is obtained in accord with the informed consent provisions of this 

knowledge that cannot be obtained by any other

prosp

pregnant animals, and clinical studies, including studies on non

pregnant women and

If the research holds out the prospect of direct benefit to the pregnant woman, 

ect of benefit, then the risk to the fetus is not greater than minimal

 neonate;

 
ividual providing consent under (2) or (4) of this section is fully 

een conducted and provide data for assessing potential risks to 

 

 fetuses;

rovisions of 45 CFR Part 46, Subpart D. Research

 

 means;
ves of the

 
 

-

research;

pregnant 

 involving

 

 and 

not 

 

o 
o 

o 

o 

http://www.research.va.gov/resources/policies/default.cfm)


THE UNIVERSITY OF SOUTH DAKOTA -- INSTITUTIONAL REVIEW BOARD -- STANDARD OPERATING PROCEDURES 

115 of 185 
Last revised 
February 2023 

 

 

o 

o 
the timing, method, or procedures used to terminate a pregnancy;

viability of a

clinical interventions with the potential of greater than minimal risk cannot be 
conducted by VA for children who are pregnant;
(7) No inducements, monetary or otherwise, will be offered to terminate

(8) Individuals engaged in the research wil

(9) Individuals engaged in the research will have no part in determining the 

pregnancy; 

 neonate. 

l have no part in any decisions as to 

 

 and 

 a 

o 

• VA investigators cannot conduct interventions in
on official VA duty, at VA facilities, or at VA

determined by the IRB to be minimal ri
may conduct research involving noninvasive monitoring of neonates if the research is 

record review studies that involve neonates or neonatal outcomes are
sk. Prospective observational and retrospective 

-approved off
 research that include neonates while 

-site facilities. VA investigators 

 permitted. 
The reviewing IRB must have the appropriate expertise to evaluate any VA research involving neonates 

that the medical facility has sufficient expertise in neonatal health to conduct the proposed research
and must comply with the requirements of 45 CFR 46.205. The VA medical facility Director must certify 

 
 

3.4 Research Sponsored by the Environmental Protection Agency 
• 

• 

• 

• The IRB will review observational research involving pregnant women and fetuses using 40 CFR 26 

The EPA requires application of 40 CFR 26 Subparts C and D to provide additional protections to 

the EPA regulations protecting human research participants apply,

and 45 CFR 46 Subpart

involve intentional exposure to any

human rese

pregnant women and children as participant

For research not conducted or supported by any federal agency that has regulations for protecting 
Research Review official for final review and approval before the research can
EPA policy requires submission

For Research intended for submission to the

For research cond

o

o

o

o

 

 

 

 

substance is prohibited and not approved by the

substance is prohibited and not approved by the

exp

any harmful

EPA extends the provisions of the 40 CFR 26 to human research involving the intentional 

EPA prohibits the intentional exposure of pregnant women, nursing women, or children to 

Research involving 

Research involving intentional exposure of pregnant women or children to any harmful 

osure of non

arch participants and for which the intention of the research is submission to the EPA, 

ucted or supported by the

 substance.

 B.

-

 

pregnant, non

intentional exposure of pregnant women or children to any harmful 

 

 

of IRB determinations and approval to the EPA Human Subjects 

 substance.

-nursing adults to any harmful

 

 

s in observational research, i.e., research that does not 

EPA:

EPA:

 

 

 

 

 

IRB

IRB

 

 

 including:

 substance

 

 begin.

 

 
• 

• 

4. RESPONSIBILITY 

 
vulnerable groups based on new and evolving applicable regulations and guidelines.

evolving regulations an
Chairperson and Director are responsible for ensuring that the IRB members are well versed in new and 

Director is responsible for maintaining up

d guidelines pertaining to vulnerable populations.

-to-date review tools for the review of research pertaining to 
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consultation with any appr

expertise to conduct reviews of such research, and for securing appropriate consulting e

all the applicable criteria.

needed for selected reviews.

planned for vulnerable populations, including an assessment of the potential for coercion, in 

Director, Chair and/or IRB Coordinator is responsible for selecting Primary Reviewers with appropriate 

Primary and Secondary Reviewers are responsible for conducting appropriate review of research 

IRB members are responsible for thorough review of the research and determining if the research meets 
 

opriate experts and resources.

 

 

xpertise as 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 
The Belmont Report 

VHA Directive 1200.05

45 CFR 46: Subparts B,
45 CFR 46.30

OHRP IRB Guidebook 
21 CFR 56.111

5, 45 CFR 46.122
 

 

 

 

 
6. ATTACHMENT 

Adequate Provision for Soliciting Parent Permission 
Adequate Provisions for Soliciting Assent Checklist

Children in Research Checklist
Children as Wards in Research Checklist

Prisoners as Subjects Checklist 

Neonates Checklist
Pregnant Women and Fetuses in Research Checklist

 

 
 

 

 

Checklist 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

Director 
guidelines.
Maintains and updates checklist to conform to 

 
applicable regulations and 

 Selects appropriate Primary and Secondary Reviewers or obtain expert
consultant. 

 

IRB Coordinator Provides IRB members with appropriate checklist. 

 

Primary and Secondary 

IRB 

Chair

Coordinator

(Reviewers) Director, 

Members IRB 

 

 

 
convened meeting.

and documented.

appropriate determinations.

Complete checklist during review of research and present recommendations at 

Ensure appropriate determinations are discussed during convened meetings 

Make determinations and vote on 
 

 

 
determinations. Documents in minutes 
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1. PURPOSE 
The policy describes the review of specific types of research that require additional considerations by 
the IRB. 

 
2. POLICY 
The categories of research defined in these policies involve either 
additional considerations or for which there are federally mandated determinations that IRB are 
required to make and document. These categories of research include, but are not limited to:

methodologies that might require 

 
• 
• Genetic

Clinical research involving

Oral

Medical records and chart

Prospective research in emergency

Residual body fluids, tissues, and recognizable body

Emergency use of an investigational

Biomedical
Radiation

Prospective tissue
International

 history.

 research.

 materials.
 research.

 

 research.

 

 banking.

 
 

 

 

 

device

review.

 

s.

 

 

 settings.
 article. 

 

 parts. 

• 
• 
• 
• 
• 
• 
• 
• 
• 

 
3. SPECIFIC POLICIES 
3.1 Genetic Research  
Genetic research may require special considerations. At first consideration, much genetic research may 
appear to meet the criteria for expedited review. This includes: 

• 
• 
• 

specific
Diagnostic studies, which gather samples to develop techniques to determine the presence of 
Positional cloning studies, which are conducted to identify particular
Pedigree studies, which look for a pattern of inheritance of a

 DNA mutations. 

 gene. 
 genes. 

 

compromised. Therefore, the full IRB must review these studies to answer the following questions:
However, these studies may create a vulnerable population and subjects' autonomy may be 

 
• 

• 
will the samples be destroyed 

Will family members be implicated in the studies? If so, they are

Will the sample be sold in the
Will the donor be paid for his/her sample now or in the
Will the donor be informed of the results 

Will the samples be used for any additional studies not made explicit at the time of donation, or 

Will the donor be informed of any and all results obtained from his or her

Will the samples be made anonymous to 
results remain confidential and who will have access to

 future?

after specified, one

 

maintain confidentiality? If not, to what extent will the 

of the entire

-time

 study?

 

 

 

them?

future?

use? 

 

 

 

 subjects. 

 DNA? • 
• 
• 
• 
• 

 

treatments for genetic diseases at the DNA level, presents obvi
Gene therapy research (administration of recombinant vectors), which is carried out to develop 

including considerations of delivery methods, target population, required follow
ous and not so obvious questions, 

-up. Such protocols 

501-SOP CATEGORIES OF RESEARCH 
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gene

will require close scrutiny, and the input of experts in this area.

approved by the National Institutes of Health Recombinant DNA Advisory IRB prior to IRB approval.

require use of external consultants to provide independent guidance to the IRB. If the project involves 

Monitoring must be adequate, and a DSMB will be required.

Because there is still little regulatory guidance and relatively few ethical precedents, genetic research 

 therapy to human subjects for other than clinical purposes, the study must be reviewed and 

 

 

 

 
3.2 FDA-Regulated Prospective Research in Emergency Settings 
The University of South 

will be developed.
in emergency settings. When and if The University does do research in emergency settings, a procedure 

 

Dakota and its affiliates do not currently do prospective FDA- regulated research 

 
3.3 HHS-Regulated Prospective Research in Emergency Settings 
The University of South Dakota and its affiliates do not conduct prospective research in emergency 
settings. When and if The University does do research in emergency settings, a procedure will be 
developed. 

 
3.4 Medical Records and Chart Review 

 
The most common breach of confidentiality is exposure of possible embarrassing information without 
the knowledge or consent of the patient. Such studies may al

things, procedures for protecting privacy and confidentiality are adequate. 

future non

family members (if the subject is deceased) to gather additional information, which may or may not be 

was revealed to someone not part of his/her therapeutic team. The present policy is to require IRB 

Studies in

subject to the federal regula

sometimes pose significant risk to patients.

expedited review. However, if the nature of the research could reasonably put subjects' confidentiality 
at risk, the study will be reviewed by the full IRB. Stu

investigator studying cancer risk factors may propose to go on to contact the subjects (if still living) or 

review of studies

If identifiers were to be recorded, the research would require IRB review to ensure that, among other 

volving the use of existing publicly or privately held records may qualify for exempt status or 

-therapeutic studies in a manner, which may provoke the patient to ask how his/her record 

 involving chart review or data collection and analysis.

tions. 

 
dies that involve only chart and record review can 

so lead to recruitment of patients into 

 

Furthermore, the 

 

 
3.5 Residual Body Fluids, Tissues and Recognizable Body Parts 

expedited review.
information (e.g., names, initials, hospital number, etc.) may be submitted to the IRB 
Body fluids and tissues: Research on existing specimens ("on the shelf" or frozen) without identifying 

 
for exempt or 

 
3.6 Biomedical/Biohazard Research 
In addition to IRB approval, the principal investigator may be required to obtain approval from the 
Biosafety Committee. 

 
3.7 Radioactive Materials 
In addition to IRB approval, the 
Radiation Safety Committee. 

principal investigator may be required to obtain approval from the 
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3.8 Oral History 

 

the following conditions:

accounts of events.

Oral histories do not meet the definition of research and do not require IRB 

(knowledgeable people) to supplement wr
information about past events. Like journalists, historians interview sources to obtain eyewitness 

Historians and social scientists sometimes conduct interviews, or oral histories with sources 

 

 

itten documents and artifacts in attempting to preserve 

review and approval under 

• Focus is exclusively on past events,
Purpose is conducted to understand or explain a particular past or unique event in

 and 
 history. • 

 

John Neuenschwander’s 

There are additional considerations when reviewing oral history resear
investigators should be familiar with the Oral History Association’s standards of ethics and should review 

proposal, if applicable: 
Oral History and the Law. The following statements must be addressed in the 

ch proposals. Principal 

• 

• 

• The interviewee is given an opportunity to provide informed consent to the disposition of the 

There must be adequate means provided for the protection of the privacy of any third parties 

The interviewee is given an opportunity to provide informed consent to the interview. The 

Th

The researcher must state any arrangement made to deposit interviews. The reposi

time of the interview, and has the right to suggest topics that are not to be discussed during the 

subjects with regard to editing, access, copyright, prior use royalties, and the expected 

outside the researcher’s control, the research may not be able to anticipate all the uses of the 

of the interview, such as not publishing until after death or after a specific period of time.

consent form must state that the interviewee can re

and the repository will follow conditions that the interviewee stipulates regarding dissemination 

acceptable. The accepted conditions must be noted in the cooperating repository’s letter.

dissemination of all forms of the record. It should be noted that if the recording

(such as disguising the identities) of thos

interview.

records 

record.

reposit

publication of the

be capable of preserving the interviews and making them available for general research. A 
letter of acceptance from the repository must be submitted with the research

e interviewee is given an opportunity to review and to approve of the conditions of us or 

ory must accept the interviewee’s conditions provided they are reasonable and legally 

 

and/or access to the recordings. The consent form should indicate the rights of the 

 

 data. 

e who may be named in the interview. The researcher 

fuse to answer any questions, can limit the 

 proposal.

s are archived 

tory must 

 

 

 

The 

• 

• 

 
3.9 Prospective Tissue Banking 
A proposal must be submitted to the 

confidentiality and protection of the participants. The proposal must address the following items:
handling of stored specimens. The IRB must be able to evaluate the procedures to ensure 

IRB describing the policies and procedures for the collection and 

 
• 
• 
• 

• What identifying information will be
collected?
How the clinical data will be associated with the specimen, and how the clinical data will be 

How
How the specimens will be

 the specimens will be obtained, processed and

 

 labeled? 

 collected? 

 stored? 
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• 
• 
• 
• 
• 

• 
• 
• A separate consent 

What steps will be followed to maximize the confidentiality of linked

approved by the IRB;

How identifiers will be linked to

If results will be shared with subjects, how will they be
If minor subjects are used, how will future adult consents be

How specimens will be
How the secondary distribution of specimens will be
How the subjects’ rights will be protected with any future use of specimens not

form must be used to obtain permission for specimen

 

 distributed?

 specimens?

 

 

 controlled?

 shared?
 secured?

 

 

 identifiers?

 
 banking.

 previously

 

 

 

 
3.10 International Research 

the United States. V

federal regulations governing research on humans cannot be imposed on
Studies being conducted outside the U.S. will be reviewed according to federal regulations. Although, 

ethical standards will be upheld and subjects provided with the same level of protection as subjects in 
nations, it is the expectation of the IRB, the VA Medical Centers, and the University of South Dakota that 

A please reference SOP 413. 

 other cultures in other 

 

4. RESPONSIBILITY 

 

with appropriate expertise to conduct the re

categories based on new and evolving applicable regulations and guidelines

consulting expertise as needed for selected reviews.

categories in consultation with any appropriate ex

Chairperson or Director is responsible for ensuring the IRB members are well versed in new and evolving 

Chair and Reviewers are responsible for conducting appropriate review of research planned for these 

regulations and guidelines pertaining to these categories, for selecting Primary and Secondary Reviewers 

Director is responsible for maintaining up-to-

views of such research and for securing appropriate 

date review tools for review of research pertaining to these 

perts and resources.

 

 

. 

 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 

45 CFR 46.101, 46.103, 46.118, 46.119

21 CFR 812.66
21 CFR 50.24
21 CFR 56, 102, 56.104

 
 

 
 

 
6. REFERENCED DOCUMENTS 
None 
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7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
Genetic Research 

Who Task 

Director 
the IRB in its deliberations.
If necessary, identifies and invites appropriate 

 
consultant(s) who may assist 

Chairperson,
Chair or Director

 Vice
 
 

expedited review, or subject to full IRB review.
Determines whether the research is exempt from IRB review, eligible for

 
 

Who Task  

Chairperson,
Chair or Director

 Vice
 
 

expedited review, or subject to full IRB review.
Determines whether the research is exempt from IRB review, eligible for

 
 

IRB Coordinator Includes the checklist in the Primary and Secondary Reviewers’ packets. 

Director 
the IRB in its deliberations.
If necessary, identifies and invites appropriate consultant(s) who may assist 

 

 
Chairperson, Vice 
Chair or Director 

expedited review, or subject to full IRB review.
Confirms review by Biosafety Committee or Radiation Safety Committee.

Determines whether the research is exempt from IRB review, eligible for
 

 

 
IRB Coordinator 

and Secondary Reviewers’ packets.
If subject to full or expedited IRB review, includes the checklist in the Primary

 
 

Director 
the IRB in its 
If necessary, identifies and invites appropriate consultant(s) who may assist 

deliberations. 

Chairperson,
Chair or Director

 Vice
 
 

expedited review, or subject to full IRB review.
Determines whether the research is exempt from IRB review, eligible for

 
 

IRB Coordinator 
and Secondary Reviewers’ packets.
If subject to full or expedited IRB review, includes the 

 
checklist in the Primary 

Residual Body Fluids, Tissues and Recognizable BodyParts

Biomedical/Biohazard Research and RadioactiveMaterials

Oral History, Prospective Tissue Banking, International Research
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1. PURPOSE 
This policy describes the requirements designed to protect human participants from exploitation and 

to persons who are incompetent, or who have impaired decision
harm and, at the same time, make it possible to conduct essential research on problems that are unique 

-making capacity. 
 

2. POLICY 

vulnerable to coercion. The investigator and IRB need to ensure that provisions are made to obtain 

warrants special attention. Research involving these populations frequently presents greater than 

calls for washout, placebo o
minimal risk, may not offer direct medical benefit to the subject, and may include a research design that 

legally effective informed consent prospectively from each research participant or
participants legally authorized representative (LAR).

Research involving subjects who are mentally ill or subjects with impaired d

r symptom provocation. In addition, these populations are considered to be 

 

ecision

 

-

permission for the 

making capacity 

 
3. SPECIFIC POLICIES 
Definitions: 

 

 

 

 

An individual or judicial or other body authorized un

guardian is considered a legally authorized representative.

on behalf of another

Court

sub

serious or life

considered a legally authorized representative.

decision maker (DPAHC) executed by the subject while the subject had decision

decisions for an in

in research for an adult subject who is cognitively impaired, lacks decision

Legally Authorized Representative (LAR) as defined by FDA and DHHS Regulations:

Health Care Agent: 

Next

prospective subject to the subject’s participation in the procedures(s) involved in the research.

health care agent acts on the subject’s behalf to make health care decisions, including enrolling the 

Surrogate Consent

ject in a research study, when the subject is unable to provide consent. A health care agent is 

•

•
-

 

 
of

-Appointed Guardian: 

-
South Dakota codified law 

subject in research cov

separated, 

effective informed consent of the subject or the subject’s legally authorized

uncle, or an adult niece or

FDA regulation at 21 CFR 50.20 states that no investigator may involve a human being as a 

Kin: 

-threatening disease.

dividual who has been judicially judged to be incompetent. A court

adult child, parent, adult sibling, grandparent or an adult grandchild, adult aunt or 

: obtaining from a surrogate decision maker (

The health care agent is the 

—legally authorized 

A legal guardian is one who has been appointed by a court to make 

ered by these regulations unless the investigator has obtained the legally 

 

 

nephew.

describes next

representative

 

 

individual named in a durable power for health care 

-of

der applicable law to consent on behalf of a

-kin in the following order: spouse if not legally 

-LAR)

 

, the valid informed consent to participate 
a person appointed to represent or act 

-making capacity, or suffers a 

-making capacity. The 

 

 

representative.

-appointed 

 
 

 

502-SOP Research Involving Human Participants Unable to Consent 
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• 

• 

the non

consent for the
participate in a study, the federal regulations require that a legally authorized representative 

HHS regulation 45 CFR 46.102(i) states that if there is no applicable law addressing this issue, 
LAR m

HHS regulation 45 CFR 46.116 states that if a subject is not 

eans an individual recognized by institutional policy as acceptable for providing consent in 
-research context on behalf of the prospective

 subject. 

 subject.

legally competent to consent to 

 
 

 

the non

authorized under applic

designated proxy (such as a durable power of attorney for health care), court

issue, LAR means an individual recognized by institutional policy as acceptabl

Legally Authorized Representative in VA Research: 

Legally Authorized Representative in South Dakota: 

procedure(s) involved in the research.

participation in the procedure(s) involved in the research. If there is no applicable law addressing this 

next-of-

-

kin, in that order.

research context on behalf of the prospective subject to the subject’s participation in the 

able law to consent on behalf of a prospective subject to the subject's 

 

 

LAR is an individual or judicial or other body 

A LAR is one of the following in order of priori

e for providing consent in 

-appointed guardian, or 
ty: a 

 
3.2 Investigator’s Responsibilities 

• 
study being
Investigators must apply to the IRB for use of surrogate 

 reviewed. 
consent that is specific to the particular 

o 

o 
the use of surrogate consent on a case

Surrogate consent may be considered only in research studies relating to cognitive 

conditions of the
impairment, lack of decision

Upon approval of the IRB for use within a specific protocol, the investigator shall apply 
 research. 

-making capacity, or serious or life

-by-case basis. 

-threatening disease as 

• 
healthcare decisions and
If an adult participant is identified and is incompetent or lacks decision

 consent: 
-making capacity for 

o The treating physician, the consulting physician(s), and others involved as members of 
the healthcare team must document in the medical record: 
 

 

 The process by which the participant was enrolled o

The basis for their determination that the patient lacks decision

The identity of the legal authorized representative and if none, the next

the research.

capac

(A copy of the legal form authorizing the durable power of attorney, etc. must 
be maintained in the research

ity. 

 

 records. 
r declined to be enrolled in 

-making 

-of-kin. 

 
 

3.3 IRB Guidelines 
Surrogate consent (using an LAR) is a protocol
and approved accordingly by the IRB: 

-specific request of the investigator, and must be reviewed 

• 

• The IRB membership shall include at least one member who is familiar with the population to be 

Surrogate consent may be considered only in research 

conditions of the
impairment, lack of decision

recruited. 

 research. 
-making capacity, or serious or life

studies relating to the cognitive 
-threatening disease and 



THE UNIVERSITY OF SOUTH DAKOTA -- INSTITUTIONAL REVIEW BOARD -- STANDARD OPERATING PROCEDURES 

124 of 185 Last revised 
February 2023 

 

 

• 

• 

• The IRB will consider whether and when to require a reassessment of the part

The IRB will consult legal counsel (either VA legal counsel or USD legal counsel depending on the 

The IRB shall utilize consultants as necessary to ensure appropriate expertise. Such consultants 

investigator) to determine that the appropriate LAR is used for the research study being 

making capacity, periodic reconsenting of the participants, and the study’s renewal

reviewed. This includes any research 

may not vote with the IRB or contribute to the

conducted in another

 quorum. 

 state. 

icipant’s decision
 period. 

- 

 
 
 
 

3.4 Criteria for IRB Approval: 

 
The investigator must demonstrate to the IRB that there is a compelling reason to include incompetent 

Voluntary participation: 

that 

that their obligation is to try to determine what the subject would do if competent, or if the subject's 

Well

wishes cannot be determined, what they think is in the incompetent person's best

Some persons may resist participating in a research protocol that has been approved by their 

subjects. C

of benefit is greater than the probability of harm.

or persons with impaired 
of attorney for health care) and for VA Research, next

if the research presents some probability of harm, there must be at least a greater probability of direct 

informed consent, the investigator should still attempt to obtain assent from the potential subject.

individuals or persons with impaired decision

Favorable risk/benefit ratio

Incompetent persons: 

benefit to the participant.

representatives. Under no circumstances may subjects be forc

representatives are well informed regarding their roles and obligations to protect incompetent subjects 

both proposed research studies and the obligations of the person’s represen

research simply because they are readily available convenience sampling.

Incompetent people or persons with impaired decision

Incompetent pers

-

imposes a risk of injury unless that research is intended to benefit that subject and the probability 

informed representatives

ompetent persons are not suitable for the proposed research.

ons or persons with impaired decision

or persons with impaired decision

In situations where the potential research subject is incompetent to provide

decision

 

: The proposed research entails no significant risks, tangible or intangible

: Procedures have been devised to ensure that participant’s 

-making capacity. Health care agents (appointed under durable power 

-making capacity as subjects.

 

-of

-making capacity will not be subjects of research 

-

-

making capacity must not be subjects in 

-

kin or guardians must be given descriptions of 

making capacity are the only suitable research 

ed or coerced to

 

 

 

tatives. They must be told 

 participate.

 interest.

 

 

 

 

 

or, 

 

 

 

 

 

 

 
3.5 IRB Determination and Documentation 
The IRB shall make a determination in writing of each of the criteria listed above. If these criteria are 

making capacity in research projects on the bas
representatives or, if none exists, next

met, the IRB may approve the inclusion of incompetent subjects or subjects with impaired decision

-of-kin. 
is of informed consent from legally authorized 

- 
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4. RESPONSIBILITY 

 

safeguards are in place using the Cognitively Impaired/Surrogate Consent Checklist.

complete study submission.

and welfare of the partici

Chair and IRB Members are responsible for the review of the project, consent, assent and ensuring all 

Director and/or Chair are responsible for providing the investigator with guidance to ensure the rights 

Director and IRB Coordinator are responsible for the 

pant.

 

 

pre-review of the IRB study submission to ensure a 

 
 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 
VHA Directive 1200.05
45 CFR 46.111
45 CFR 46.116 and 46.117

OHRP Guidance Document: Informed Consent, Legally Effective a
38 CFR 16 and 17

 

 

 

 

nd Prospectively Obtained 
 

6. REFERENCED DOCUMENTS 
Cognitively Impaired or Unable to Consent Checklist 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

Director, Chair Provides guidance to investigators as needed. 

IRB Coordinator Provides Cognitively Impaired/Surrogate Consent Checklist to reviewers. 

Director Selects appropriate Primary and Secondary Reviewers.

Consults with appropriate legal counsel.
Obtains consult if needed. 

 

 

Secondary Reviewers 
Primary and

and Reviewers

 

 
reviewing the study.
Use the 

Review study and determine if all safeguards are in place. 
Determine if study meets criteria for using a LAR.

Cognitively Impaired/Surrogate Consent Checklist for assistance in
 

 

 

IRB Coordinator Sends correspondence to investigator as appropriate. 
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1. PURPOSE 
The policy describes the requirements concerning review of research that involves children in regard to 
autonomy, and who present conditions that may affect risk/benefit determinations or bearing unequal 
burden in research. 

 
2. POLICY 

factors make a case for research in children.
Enrolling children into research studies presents especially difficult considerations for the IRB. Two 

 
• 

substitute as alternatives to testing in 

developed for diseases that specifically affect

Children differ markedly from both animals and adults; and therefore, these models cannot 

practices and treatments untested in this population. In addition, new therapies could not be 
Lack of appropriate research in children will increase their risk of harm from exposure to 

children.

 children.

 

 

• 

 

 

 
Therefore, the IRB must consider the degree of risk and discomfort involved in the research in relation 

The determination of risk (possible harms) and possible benefit to the child is at the core of the concept 

to the direct benefits it offers to the child before it can determine whether or not the IRB has the 

of beneficence when c

aut

beneficence, and justice.
However, research in children requires that the IRB carefully consider assent and parental permission, 

hority to approve the study.

onsidering research in a pediatric population.

 

 

 

 
2.1 Definitions 

 

 

 
The following exceptions to the general rule apply, where a person underage of 18 does not meet the

treatments or procedures involved in the research, under the applicable law of the jurisdiction in which 
the research will be conducted .

treatments or procedures involved in clinical investigations, under the applicable law of the jurisdiction 

federal definition of “child” and may provide legally effective consent to participate in research if:

South Dakota State Law: 

Children:

or guardian(s) must generally be obtained prior to the participation of that child in research.
definition of “children”, with the exceptions noted below. As a result, permission of the child’s parent(s)

in which the clinical investigation will be conducted.

DHHS (45 CFR 46.402(1)): 

FDA (21 CFR 50.3(o)): 

 

Children are persons wh

Under South Dakota l

Children are persons who have not attained the legal age for consent to 

 

o have not attained the legal age for consent to 

aw, persons under the age of 18 generally meet this

 

 

 

 

 

 

• The child is
The child (a) has entered 
dissolution;
Is on active duty with the armed forces of the United States;

 

 

emancipated; 
into a valid marriage, whether or not the marriage is terminated by 

 or 

• 

• 

503-SOP RESEARCH WITH CHILDREN 
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• Has received a declaration of emancipation from a court. 
 

 

 

 

 

to be responsible for the personal affairs of a minor or protected person, but excludes one who is 

to consent on behalf of a child to general medical 

the age of majority at age 18.

from another, or defined by department rule.

foster parent as described below.

Wards of the State:

Ward of the state does not include a foster 

South Dakota state law defines ward as: a child who, as determined by the state is:

Guardian:

authorized to consent on behalf of a child to participate in
in research. For purposes of subpart D of this part, a guardian also means an individual who is 

Iowa State Law: 

DHHS (45 CFR 46.402(e)): 

FDA (21 CFR 50.3(s)): 

Nebraska State Law: 

Legally Authorized Representative (LAR): 

merely a guardian 

protect the person’s own interests or unable to adequately perfor
meet essential human needs, as a result of a physical or mental condition which requires assistance 

local law to consent on behalf of a child to general medical care.

minors, but in the case of any persons married under age of 19, his or her minority ends. If the potential 
participant is Native American living on federal

local entity prohibit a foster parent from acting as a

Pursuant 

Foster Parent: A foster parent unless state law, regulations, or contractual obligations with the state or 

•
•
•

 
 
 

A foster
A ward of the state;
In the custody of a public child welfare

South Dakota State Law

 

 child;

“Dependent adult” is defined as a person 18 years of age or older who is unable to 

ad litem

 

Nebraska State Statute 43

 

Guardian means an individual who is authorized under applicable state or local law 

Guardian means an individual who is autho

; (29A

 or

 

 

-

 

5

, o

-102), may provide legally effective consent on behalf o

nly the birth parent or person who has been appointed by the court 

For applicable regulations and definitions, see 

child who has a foster parent who meets the definition of a 

 

 

 

agency.

tribal lands, regardless of the state, federal law has set 

-2101. Persons under 19 years of age are declared to be 

care when general medical care includes participation 

 parent.

 

 research.

 

 

m or obtain services necessary to 

 

rized under applicable state or 

 

 

 

 

 
502

f a child.

-SOP. 

 

 

3.1 IRB Review 
The IRB members will use the “Children in Research Checklist” to determine risk, benefit 
and requirements for permission by parents or guardians and assent by children and all other 
determinations. 

assessment, 
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When reviewing research conducted on children, risk is defined in terms of minimal and greater than 
minimal risk, and may only be approved by the IRB as follows: 

 
Risk determination Benefit assessment IRB’s action 

Minimal With or without direct benefit Approvable 

More than minimal risk* Potential benefit to child Approvable 

Greater than minimal risk 
about the child’s condition or disorder
No direct benefit to child, offers general knowledge

 
 Approvable

case-by-case*
 

 
Greater than minimal risk 

affecting the 
“understand, prevent, or alleviate a serious problem 
No direct benefit to child, offers potential to

health and welfare of subjects.”

 

 
approvable**
Not 

 

with input from selected experts, and following opportunity for public review and comment.

research and what they 

*IRB will make determination if consent of one or both parents is required.
* Respect for persons require oral communication with children younger than age seven (7) about the 

**Approval to proceed with this category of research must be made by the IRB Coordinator of the HHS 
will experience to the extent their development permits.

 

 

 
 

The 

treatment or procedures, if

Soliciting Parent Permission

such jurisdictions have the ability to consent to participation in res

parents or guardian. The IRB will make this determination by using the “Adequate Provision for

responsible for providing the IRB with sufficient information to verify the age at which participants in 
If the research inclu

IRB will determine that adequate provisions are made for soliciting the permission of the child’s

des enrollment of participants in other states or countries, the investigator is 

 

 

applicable.

Checklist”.

 

 

earch, including any medical 

 
 

 

 
3.2 Other Considerations 

 
The No Child Left Behind Act of 2001
The Act identifies eight (8) categories of protected information for surveys, questionnaires, interview 

Wards

categories requires written parental informed consent prior to participation of a child.

Children who are wards of the state or any other agency, institution, or entity can be included in 

determination.

materials, or other testing instruments responses. Researc

research. The reviewer(s) will use the “Children as 

 

 

 

Wards in Research Checklist” to make the 

h involving any of the eight (8) identified 
 

 
• 
• 
• Sex behavior or

Critical appraisals of others with whom students have close family

Political affiliations of student or student’s
Mental or psychological problems of student or student’s

Illegal, anti

Income.

Legally recognized privileged or analogous
Religious practices, affi

 

-social, self
 attitudes.

-incriminating or demeaning

liations or beliefs of student or student’s

 

 

 

relationships.

parents.

 behavior.

 

 

 family.

 

 parents.

 

 relationships.

 

 
• 
• 
• 
• 
• 
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The IRB may review and approve observational research involving children that does not involve greater 

The IRB may review and approve observational research involving children that involves greater than 

VA Policy on Research on Children

the children. The VA medical facility Director must approve participation in the proposed research that 

than minimal risk only if the IRB finds that adequate provision are made for soliciting the assent of the 

VA is authorized to care for Veterans and to conduct research that supports the mission of VHA and that 

children and must comply with the requirements of 45 CFR 46.401 

children and the permission of their parents or

abuse, this must be disclosed and explained in t

enhances the quality of health care delivery to Veterans. Therefore, research involving children mus

and d

includes children. The IRB must have the ap

Known or Suspected Child Abuse

Policy on EPA Supported Research on Children

reviewed carefully by the IRB for its relevance to VA and must not present greater than minimal risk to 

minimal risk but presenting the prospect of direct benefit to the individual participants if the IRB finds 

If the investigator is a mandated reporter and therefore required to report known or suspected child 

ocuments that: 

 

 

propriate expertise to evaluate any VA research involving 

 

 

guardians, as set forth in 40 CFR 26.406.

he consent form. 

- 46.404 and 46.408.

 

 

t be 

 

• The intervention or procedure holds out the prospect of direct benefit to the

The risk is justified by the anticipated benefit to the
The relati
that presented by available alternative
Adequate provisions are made for soliciting the assent of the children and permission of their 
parents or 

participant or is likely to contribute to the participant’s well

on of the anticipated benefit to the risk is at least as favorable to the participants

guardians, as set forth in 40 CFR

 approaches.

 26.406 

 

 participants.
-being.

 
 

 individual 

 as 
• 
• 

• 

 
4. RESPONSIBILITY 

vulnerable groups based on new and evolving applicable regulations and guidelines.

selected reviews.
conduct reviews of such research and for securing appropriate consulting expertise as needed for 

evolving regulations and guidelines pertaining to vulnerable populations.

consultation with any appropriate experts and resources.

convened IRB meeting a

Chairperson and Director are responsible for ensuring that the IRB members are well versed in new and 

planned for vulnerable po

Director is responsible for selecting Primary and Secondary Reviewers with appr

Director is responsible for maintaining up

Primary and Secondary Reviewers are responsible for conducting appropriate review of research 

Reviewers are responsible for thorough review of the research, sufficient to participate in discussion at a 

 

nd to ensure all determinations are met.

pulations, including an assessment of the potential for coercion, in 

-to-date review tools for the review of research pertaining to 

 

 

 

opriate expertise to 

 
 

 

 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 
The Belmont Report 
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VHA Directive 1200.05

45 CFR 46: Subparts D
45 CFR

OHRP IRB Guidebook 
21 CFR

 
 
46.122
56.111

 
 

 

 
 

6. REFERENCED DOCUMENTS 

Adequate Provision for Soliciting Parent Permission Checklist

Children in Research 
Children as Wards in Research Checklist

Checklist 
 

 
 

7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
Who Task 

Director Maintains and updates checklists. 
Director, IRB
Coordinator, Chair

 
 

Select appropriate Primary Reviewers or obtain expert consultant. 

IRB Coordinator Provides reviewers with appropriate checklists. 
Reviewers 

ward, if applicable.

Complete checklists to ensure all determinations are met.
Present recommendations during convened meeting. 

Determine who met the DHHS and State Law definitions of child, guardian and
 

 
 



THE UNIVERSITY OF SOUTH DAKOTA -- INSTITUTIONAL REVIEW BOARD -- STANDARD OPERATING PROCEDURES 

131 of 185 Last revised 
February 2023 

 

 

 

 
Back to Index 

 

1. PURPOSE 
The policy describes the requirements concerning review of research that involves prisoners who could 
be potentially vulnerable to co
risk/benefit determinations or bear unequal burden in research.

ercion in regard to autonomy and who present conditions that may affect 
 

 
2. POLICY 

safeguard their interest and to protect them from harm, special ethical and regulatory considerations 
apply when reviewing research involving this population.

make a tr
Prisoners may be under constraints because of their incarceration, which could affect their ability to 

uly voluntary and non-coerced decision whether or not to participate in research. To 

 
 

3. DEFINITIONS 

that is normally encountered in the daily lives or in the routine medical, dental, or psychological 
examination of a healthy person

For Prisoners, “minimal risk” means the probability and magnitude of physical or psychological harm 

 
 

4. SPECIFIC POLICIES 
4.1 IRB Composition 
The IRB shall meet the following requirements: 

• A majority of the Board shall have no association with the prison(s) involved, apart from their 

A least one member of the IRB shall be a prisoner, or a prisoner 
membership on the

background and experience to serve in that

 IRB. 

 capacity. 
representative with appropriate • 

 
4.2 Additional Duties of the IRB When Reviewing Research with Prisoners 

subjects may reasonably be expected to be incarcerated at some point during the study, the additional 
requirements will apply to IRB review of the project:

If an investigator indicates in the study submission that prisoners will participate in the research, 

 

or that 

• 

46.306(a)(2)(i)

certify to OHRP that the 

include in its minutes that the research falls into one of the four categories of research [45 CFR 
If the research involving prisoners is neither conducted nor supported by DHHS, then the IRB

If the research involving prisoners is either conducted or supported by DHHS, then the IRB will 
-(iv)]. 

duties of the IRB have been fulfilled. 

 will 

• 

 

 
The IRB will include in its minutes that the research falls into one of the four categories of research [45 

The IRB reviewer(s) will use the “Research Involving Prisoners Checklist” to determine if the research 
falls under one of the four categories and is permitted research involving prisoners and meets all the 

either of the two procedures described based on the type of modification:

CFR 46.306(a)(2)(i)

appropriat

Minor modifications to research may be reviewed using the expedited procedure described below, using 

e determinations.

-(iv)]. 

 

 

 

• Modification involving more than a minor change reviewed by the convened IRB 

504-SOP RESEARCH WITH PRISONERS 
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o 
prisoner representative to review the modification and 
Must use the same procedures for initial review including the responsibility of the 

participate in the meeting 
• Continuing review 

o 
prisoner representative to review the continuing review materials and participate in the 
meeting

Must use the same procedure for initial review including the responsibility of the 

 
 

review using the expedited procedure under expedited category
If no participants have been enrolled, the research may receive continuing 

 #8. 
 

state requirements for inclusion of prisone
Local regulations: In addition to meeting federal regulations, the project must comply with local and 

rs as subjects. 
 

4.3 When Subjects Become Prisoners during a Research Protocol 
This policy applies whenever any human subject in a research protocol becomes a prisoner at any time 
during the protocol, 
review of the research and the consent document 
possible future incarceration of the subject.

e.g., after the research has commenced. This is necessary because it is unlikely that 

 
contemplated the constraints imposed by the 

• 

• 

the conditions of being a

At the earliest opportunity after receiving the investigator’s notice or otherwise becoming 

from the

or her continued

aware of the prisoner status of a subject, the IRB should review the protocol again with a 

document must be created that informs the subject of the impact incarceration may have on his 

research in accordance with this policy or (b) determine that this subject must be withdrawn 

prisoner representative as a member of the IRB. The IRB should take spe

responsible for reporting this situation in writing to the IRB

If involvement of the prisoner subject is approved, a special addendum to the consent 

Upon this review, the IRB can either (a) approve the involvement of the prisoner

If a subject becomes a prisoner after enrollment in research, the principal investigator is 

 research.

 participation.

 

 prisoner.

 

 

 immediately. 

cial consideration of 

-subject in the • 

• 

 

to Subpart C:
If a participant becomes a prison

 
er while enrolled in a research study that was not reviewed according 

• When subpart C applies: 
o 

consider the risks associated with terminating participation in the
If the participant cannot be terminated for health or safety

Before terminating the enrollment of the incarcerated participant the IRB should 

 reasons
 study

 
 

o 
 

Subpart
Keep the participant enrolled in the study and review the research under 

 C. 
• 

enrolled and inform OHRP of the decision along with the
interest of the 
If some requirement of Subpart C cannot be met, but it is in the best 

participant to remain in the study, keep the participant 
 justification. 

 
intervention under an alternative mechanism such as 
label use,

Remove the participant from the study and keep the participant on the

 etc. 
compassionate use, off 

 study 
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4.4 Review by Expedited Procedure  
For research involving interaction with prisoners reviewed by the expedited procedure: 

• 
determination is made that the research involves no greater than minimal risk for the prison 
populations being

Research involving interaction with prisoners may be reviewed by the expedited procedu

 studied 

re, if a 

o The prisoner representative must concur with the determination that the research 
involves no greater than minimal risk 

• The priso
director. This may be as the sole reviewer or in addition to another reviewer as

using this expedited procedure including the responsibility of the prisoner
Review of modifications and continuing review must use the same 

ner representative must review the research as a reviewer, designated by the chair or 

procedures for initial review 
 representative.

 appropriate.

 

 
• 

 

by the expedited procedure
For research that does not involve interaction with prisoners (e.g. existing data, record review) reviewed 

: 
• 

• 
• The prisoner representative may review the research as a reviewer or consultant if designated 

for the prison population being
procedure, if a determination is made that the research involves no greater than minimal risk 

by the IRB chair or

Research that does not involve interaction with prisoners may be reviewed by the expedited 

Review by a prisoner represen

Review of modifications and continuing review must use the same procedures as initial
 director 

tative is not
 studied 

 required 

 review • 
 

4.7 VA Policy on Prisoner Research 

and development officer (CRADO).
Research involving prisoners cannot be approved unless a waiver has been granted by the chief research 

 
 

5. RESPONSIBILITY 

vulnerable groups based on new and evolving applicable regulations and guidelines.

selected reviews.
conduct reviews of such research and for securing appropriate consulting expertise as needed for 

evolving regulations and guidelines pertaining 

consultation with any appropriate experts and resources.

convened IRB meeting.

Chairperson and Director are responsible for ensuring that the IRB members are well versed in new and 

planned for vulnerable populations, including an assessment of the potential for coercion, in 

Director is responsible for selecting Primary and Secondary Reviewers with appropriate expertise to 

Director is responsible for maintaining up

Primary and 

Reviewers are responsi

Secondary Reviewers are responsible for conducting appropriate review of research 

 

 
ble for thorough review of the research, sufficient to participate in discussion at a 

-to-date review tools for the review of 

to vulnerable populations.

 

 

research pertaining to 
 

 

 

 

 

 
 
 

6. APPLICABLE REGULATIONS AND GUIDELINES 
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The Belmont Report

VHA Directive 1200.05

45 CFR 46: Subparts C, 45 CFR 46.305, 45 CFR 46.122

OHRP 
21 CFR 56.111

IRB Guidebook 
 

 

 

 

 
7. REFERENCED DOCUMENTS 
Prisoners as Subjects Checklist 

 
8. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

Director 
guidelines. Secures 
Maintains and updates checklist to conform to applicable regulations and

prisoner representative for the IRB’s meeting. 
 

 Selects appropriate Primary and Secondary Reviewers and/or obtains expert
consultant. 

 

IRB Coordinator Provides Primary and Secondary Reviewers with appropriate checklist. 

Secondary
Primary and 

(Reviewers)
 

 
at convened meeting.
Complete checklist during review of research and present recommendations 

 

Director 

Sends the 
and approved the research under CFR 46.305I.
Certifies to the IRB Coordinator (through OHRP) that the IRB has reviewed 

research proposal and associated information as required.
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1. PURPOSE 
This policy describes the requirements for the review and documentation of the 
Humanitarian Use Devices (HUD). 

clinical use of 

 
2. POLICY 

 
The Food and Drug Administration (FDA) is authorized to exempt a Humanitarian Use Device provided 
that:

treat or diagnose the specific rare disease. IRB approval is needed to ensure that there are provisions in 

A 

Such devices may only be used in institutions where a local IRB has approved the use of the device to 
disease or condition that affects fewer than 4,000 individuals in the United States in a calenda

place that allow for the subject to und
present.

Humanitarian Use Device (HUD) 

 

 

is one that is intended to benefit patients by treating or diagnosing a 

erstand that the safety and efficacy of the device is unknown at 

r year. 

• The device will be used to treat or diagnose a disease or condition affecting

The device would not be available unless the exemption were

The device will not expose patients to an unreasonable or significant risk and the probabl
There is no comparable device available,

individuals in the United

benefit to health outweighs the risks from use.

 States, 

 and 

 

 granted, 

 fewer than 4,000 

e 

• 
• 
• 

 
3. SPECIFIC POLICIES 
3.1.1 Initial Review/Investigator Responsibilities 

• The investigator must submit to the IRB the
IRB Application
FDA HUD Application which contains the

 
 following:

 following:

 

 
• 
• 

o The 
The FDA HDE

The HUD

The indications for use of the
The date of HUD

Adverse effects of the
Alternative practices and

A summary of studies using the

A description of the
Contraindications, warnings, and precautions for use of the

generic and trade name of the

 brochure

 number
 designation

 

 device

 

 device
 procedures

 

 

 

 device

 device

 device

 

 

 

 

 device 

o 
o 
o 
o 
o 
o 
o 
o 
o 

• The FDA HDE approval
A written statement from the physician

 letter 
 specifying: • 

o 
o 
o 
o That the HUD will be limited to the clinical indications(s) listed in the FDA

Who will be administering/implanting the
What are the 

product

How the HUD will be

 labeling

clinical

 

 

 

indications

used 

 
 HUD 

-approved 

• Informed Consent. See HUD Informed Consent Template 

505-SOP HUMANITARIAN USE DEVICE 
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The IRB will determine if approval of the use has any further restrictions, use of t

The HUD must be prospectively reviewed by a fu

The Primary and Secondary Reviewers will verify that the provided documents for use of the HUD are 

the information.

to 

Approval of a HUD will be granted for no more than one year.

Amendments subm

from any source, 

Approval of a HUD will be granted for no more than one year. Physicians requesting continuation must 

will be reviewed at the level for which criteria is met.
Submission of amendments, serious adverse events, or unanticipated problems to participants or others 

3.1.6

3.1.2

3.1.3

3.1.5

3.1.4

scope of the FDA

submit the following:

a protocol, or use of the device will be on a case

congruent with the manufacturing labeling and the approved use under the HDE. The labeling for a HUD 

death or serious injury of a patient, the physician will:

Complete and submit a FDA form 3599A to the IRB within ten (10) working days of becoming aware of 

must state that the device is a 

It is the responsibility of the physician to promptly report when he/she becomes aware of information, 

It is the responsibility of the physician to promptly report to the IRB any FDA actions taken regarding the 
HUD for which the physician has become aware. The report in the form of a memo will need to be sent 

Federal Law, the effectiveness of the device for the specific indication has not been demonstrated.

the IRB within ten (10) working days of the discovery.

•
•

•

•

 

 

 

 

 

 
 

 

 

Amendments

A copy of the current informed consent
A copy of t

Summary of all correspondence received from the holder of the Humanitarian Device Exemption 

Continuing IRB

summary

(HDE)

Prompt Reporting of FDA Actions on the

Prompt Medical Device

For each patient in whom the HUD has been used during the previous six (6) months, provide a 

Initial

o

o
o

 

 
 

 

 Review/IRB

The clinical indications for the use of the

The clinical outcome of the
Any adverse events associated, or felt to be associated with the

 

-

 

that reasonably suggests that a HUD has or may have caused or contributed to the 

approved indication.

of:

he current FDA

itted for each individual use of the HUD may be reviewed at the expedited level.

 

 

 

 Approval

 

Humanitarian Use Device and that, although the device is authorized by 

 Reporting

 

-approved product labeling for the

 

 

 HUD.

 form

-

ll IRB prior to use.

 

by

 HUD

-case basis. In no approval, may the use exceed the 

 

 

 

 

 

 HUD.

 

 

 

 HUD 

 HUD.

he device will be under 
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A HUD may be used off

A HUD may be used off
wellbeing of a patient. The treating physician should ensure that the following p

3.4

3.2

schedule for monitoring t

at the next full IRB meeting.

patient faced with serious, non

measures are followed before and after the emergency use occurs:

has discussed the FDA action. If the Chair takes immediate action, it will be discus

regarding the potential risks and benefits of the device and specific needs of the patient.

Before compassion use of a HUD occurs, the treating physician will:

Depending on the action the Chair may need to take immediate action or await action until the full IRB 

If the FDA approved the HUD compassionate use request, the physician shall devise an appropriate 

 

 

•

•

•

•

 

 

 

 

After 

Compassionate Use of a

Emergency Use of a

Before 

Provide the HDE holder with the

Ensure that FDA approval of compassionate use of the HUD is obtained prior to

o

o

o

o

o

 

 

 

 

 
the HUD emergency

the HUD emergency use

The treating physician will submit a follow

A description of the patient’s condition and the circumstances necessitating tr

A discussion of why alternative therapies are unsatisfactory,
with the

will include:

amendment for FDA approval before the use occurs.
3.3 above. The HDE holder should in turn, submit this information in an HDE 

If possible, the physician needs to obtain the

Information addressing the applicable patient protection measures outlined in










 
 

 
 

 
 

-

-

label in an emergency situation, i.e., to save the life or protect the physical 

label for compassionate use, i.e., when a HUD is the only option available f

The information regarding the patient protections measures that were

An independent assessment by an uninvolved
Authorization from the HDE holder before the emergency

Concurrence of the IRB02

Patient’s condition

Informed consent from the 

 device,

he patient, taking into consideration the limited information available 

 

 

 HUD

-life threatening condition.

 

 HUD

 

 use:

 

 

 occurs:

 following:

 

 

 Chairperson.

 

patient or his/her legal

 

-up report to the IRB and 

 following:
 

 

 

 

 physician.

 

 representative.

 and 

 

atient protections 

 

sed and documented 

use.

HDE holder which 

 

 use.

 

 

 

eatment 

 

 

section

followed.

or a 

 

 

 

 

 
4. RESPONSIBILITY 

 

 

other IRB members.

by the physician to ensure completeness.
Director will review the HUD application, FDA HUD application and all supple

Director will assign appropriate Primary and Secondary Reviewer and/or obtain appropriate consultant.

IRB Primary and Secondary Reviewer are responsible for the review and presentation o
 

 
mental materials submitted 

f the HUD to the 
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application.
IRB members are responsible for reviewing and conducting a thorough discussion of the HUD 

 
 

5. APPLICABLE REGULATIONS AND GUIDELINES 
21 CFR 814 Subpart H
FDA Center for Device and 

 
Radiological Health, IDE Policies and Procedures Guidance 

 
6. REFERENCED DOCUMENTS 
HUD Informed Consent Template 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

IRB Coordinator 
submitted. Assigns to the next IRB agenda. Forwards to Director for review.
Logs HUD submission in and reviews to ensure all appropriate information has been

 
 

Director Reviews for completeness the HUD documents. Assigns Primary and Secondary
Reviewer and/or consultant as appropriate. 

 

Secondary 
Primary and

Reviewer
 

 
Review all HUD application materials and present to Board. 

IRB Members Review all HUD applications and be prepared for discussion. 
IRB Coordinator Notifies investigator on outcome of IRB meeting. 
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1. PURPOSE 
The policy describes the IRB actions that must be communicated to the investigator and the importance 
of open communication among IRB, investigators, OHSP staff and officials. 

 
2. POLICY 

communication with the investigative team be maintained.

information about the conduct of a research project directly to the appropriate institutional officials. It 
is vital that IRB members, department heads,
research have open and ready access to the highest levels of authority within the institution. The 
researcher and his/her research staff interact with subjects; therefore, it is vital that open and 

It is important that staff, subjects, and other interested parties have a means of communicating 

 and other officials with responsibility for oversight of 

 
frequent 

 
3. SPECIFIC POLICIES 
3.1 Investigator Notifications 

 

 

 

 

 
Table: 

V

to this decision.

taken by the IRB for any continuing reviews or revisions.

from the investigator or from students for whom he/she serves as advisor until all submitted research is 

within 60 days of the date of notification. Studies received after 60 days will be reviewed a

soon as possible after the meeting. If the approval is pending receipt and review of requested materials,

current.

approved consent form will be stamped with the approval and expiration date and subm

expiration will be sent to the investigator and appropriate institutional

after review of the project. If the approval is pending upon receipt and review of requested materials or 

investigator with the final approval letter.

investigator for appeal of this decision.

investigator does not respond in five (5) business days, the IRB will not accept future research proposals 

Renewals and Revisions

Disapproval: 

Expiration: 

Notification of Final Approval

Initial submission 

Exempt and Expedited: 

possible after the meeting. If the a
requested materials or responses from the investigator or sponsor, the IRB must receive the response 

review.

responses from the inve
notification. Studies received after 60 days will be reviewed as a new initial review.

A Researcher: 

Correspondence will provide reason(s) for 

 

 

If a project expires and the investigator does not respond to continuation notices, a letter of 

Correspondence will provide the reason(s) for disapproval and instructions to the 

 

The VA investigator via the R&D Office will be notified by e

(full Board): The investigator will be notified by e

The investigator will be notified by e

stigator, the IRB must receive the response within 60 days of the date of 

: Investigators will be notified by e

: Investigators will be notified by e

pproval is withheld or approved pending receipt and review of 

 

 

tabling and instructions to the investigator to respond 

 
-mail as soon as possible as to the

-mail of the decision as soon as possible 

-mail of the final approval. The IRB

-mail of the IRB decision as soon as 

 and regulatory officials. If the 

-mail of the IRB decision as 

 

itted to the 

s a new initial 

 action 

- 

 

 

600-SOP Communications 
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The VA researcher cannot begin the research until the R&D Committee approves the project.

the VA investigator will be notif
requested materials have been received and reviewed.

ied via the R&D Office and final approval will not be given until 
 

 
 

3.2 Investigator Appeal of IRB Action 

 

 

 

An investig
form. This appeal must be in writing, signed by the investigator, and submitted to the IRB.

signed by the investigator, and must be reviewed by the full IRB at a convened meeting. The 

appeal is final.

information, or affirm its original decision.

investigator may request or be asked to attend the convened IRB

If the appeal is denied, the investigator’s institution cannot override the IRB’s decision. A declined

In response to an appeal, the IRB may reverse its decision

Investigators may also appeal an IRB decision to disapprove a study. Any 

ator may appeal the revisions required by the IRB in the protocol and/or informed consent 

 

 
, table consideration in order to obtain more 

 meeting.

such appeal must be in writing, 

 

 

 

 
3.3 Investigator and IRB Communications 
The investigator and his/her staff can call or e
or suggestions. The phone call or e
be made to respond to messages or e

-mail will be triaged to the appropriate personnel. All attempts will 
-mails within 48 hours.

-mail the IRB office at any time with questions, concerns, 

 
 

3.4 IRB Minutes 
Following approval of the IRB minutes, a copy of the minutes will be provided to the Vice President for 
Research and Coordinator of the R&D Committee. 

 
4. RESPONSIBILITY  

and decisions.
IRB Coordinator is responsible for generating appropriate correspondence in response to IRB meetings 

IRB Coordinator is responsible for distributing IRB correspondence to appropriate parties.

Director is responsible for 

 

overseeing all IRB communications. 

 
 

5. APPLICABLE REGULATIONS AND GUIDELINES 
21 CFR 56.109, 56.113, 45 CFR 46.109, 46.113 

 
6. REFERENCED DOCUMENTS 

 
None 

 
 
 
 
 
 

7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
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Who Task 

Director Ensures that all communications follow established procedures and format. 

IRB Coordinator 

Sends Administrative Closure of Initial Review Studies letter if investigator does not 
investigator as soon as possible.

respond within 45 days to requests and revisions of initial review.

Ensures that the determinations and requirements of the IRB 

Provides a copy of the approved IRB minutes
R&D Committee. 

 

 to the Vice President for Research and

are communicated to the

 
 

 

Director or
Chairperson

 
 

acting in a regulated capacity, are maintained, according to procedures in section FO 
determinations, requirements, or actions of 

305: Documentation and Document Management.

Reviews and signs IRB decision communications.
Ensures that documentation, either electronic or paper, of any communication of 

the IRB or representatives of the IRB, when 

 

 

IRB Coordinator Triages questions, concerns, and/or suggestions as 
Distributes correspondence as directed. 

appropriate. 
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1. PURPOSE 
This policy describes the general requirements for obtaining informed consent and documentation of 
consent. 

 
2. POLICY 

701

 

-SOP, 

 

 
The informed consent of a subject is a privilege freely granted by a subject. He or she is under no 

The IRB requires documentation of informed cons

the complexity of the research.

the signature of a subject is an event, obtaining consent is a process that leads to the signature and that 

shall be sought only under circumstances that provide the prospective subject or the representative 
sufficient opportunity to consider whether or not to participate and that 
coercion or undue influence.

obligation to participate no matter how worthy the research objectives. Furthermore, w

effective informed c

approved by the IRB and signed and dated by the subject or the subject's legally authorized 

is to be continued throughout the project as may be required by respect for persons.

“reasonable

no investigator may involve a human being as a research subject unless he or she has obtained legally 

begin with a concise and focused presentation of “key information” (46.116(a)(5)) and be organized and 
presented in a way that facilitates understanding. How this is app

representative. In studies involving persons unable to provide consent, the legally authorized 
representative must pro

Per 45.CFR 46.116, the consent form and process should provide subjects with information that a

Informed consent must be legally effective and prospectively obtained. Except as described in 

 person” would want in order to make an informed decision about participation. It must 

onsent of the subject or the subject's legally authorized representative. Consent 

vide permission as described in 

 

 

ent by use of a written informed consent form 
 

502-SOP. 

lied, and to what detail, depends on 

minimize the possibility of 

 

hile obtaining 

 

2.1 Legally Authorized Representative (LAR) 

that order. For a more detailed explanation on LAR see 
proxy (such as a durable power of attor
In studies involving cognitively impaired adults, the legally authorized representative is a designated 

ney for health care), court
502-SOP. 

-appointed guardian, or next-of-kin, in 

 

3. SPECIFIC POLICIES 
3.1 Informed Consent Document: 

 
The participant or the participant’s legally authorized representative signs and dates the consent 

The USD IRB does not 

A written consent document is one that embodies 

future use of identifiable data or biospecimens (45 CFR 46.116(c)).

a

CFR 50.25 and 45 CFR 46.116. This form may be read to the subject or the subject's legally authorized 

document. The subject must be given a copy of the signed form.

representative; but, in any event, the investigator shall give either the subject or the representative 
dequate opportunity to read and reflect upon it before it is signed.

allow the use of a “short form” (45 CFR 46.117) or “broad consent” for unspecified 

the elements of informed consent described in 21 

 

 

 

 

700-SOP Informed Consent 
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to participate in research. This section must be “concise,” meaning it is brief but comprehensive in 

Additionally, consent forms must 

scope.

information that is most likely to facilitate understanding of the reasons why one may or may not want 
Lengthy consent documents must begin with “key information.” Key information is defined as 

 

include at least the following key information (45 CFR 46.116(b)):

the 

 
 

• 
• 

• 
•  

A statement that consent is being obtained for
A description of the purpose of the research, expected duration, the procedures to be

A disclosure of appropriate alternative procedures or courses of treatment

A statement that participation is voluntary, refusal to participate will involve no penalty or loss 

the research.

An explanation of whom to contact for answers to pertinent quest

A statement describing the extent, if any, to which confidentiality of records identifying the 

A description of the reasonably foreseeable risks or

what they consist of, or where further information may be

subject.

subject will be

of benefits to which th

entitled.

and any procedures that are

advantageous to the

and an explanation as to whether any medical treatments are available if injury occurs and, if so, 

One of the following statements about any research that involves the collection of id

participation at any time without penalty or loss of benefits to which the subject is otherwise 

private information or identifiable

research subjects’ rights, and whom to contact in the event of a research

For research involving more than minimal risk, an explanation as to 

A description of any benefits to the subject or to others that may reasonably be expected from 

 

 

 

 maintained.

 subject.

e subject is otherwise entitled, and the subject any discontinue 

 

 experime

 

 biospecimens:

ntal. 

 research.

 

 discomforts.

 

 obtained.

 

ions about the research and 

whether any compensation 

 

-related injury to the 

, if any, that might be 

entifiable 

 followed, 

• 

• 

• 

• 

• 

• 

o A statement that identifiers might be removed from the identifiable private information 

A statement that the subject’s in
subject or the legally authorized representative, if this might be a possibility;

or identifiable biospecimens and that, after such removal, the information or 

investigator for future research studies without additional informed consent from the 
biospecimens could be used fo

research, even if identifiers are removed, will not be used or distributed for future 
research studies. 

r future research studies or distributed to another 

formation or biospecimens collected as part of the 
 or 

o 

 
3.2 Required and Additional Elements of Informed Consent 
The IRB reviewers will use the “Non

elements and additional elements, if appropriate.
Checklist” when reviewing informed documents to ensure that the consent contains the required 

-Medical Informed Consent Checklist” or “Medical Informed Consent 

 
 

3.3 Other Requirements 
• 

the consent form conveys a dialogue with information being provided, and that there is a choice 
to be made by the subject rather than presumption of the subject’s c
first person

Second person: The language of the consent document should be in the second person style so 

 style. 
onsent with the use of the 
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• 

• 

• 

• 

should b

scientific terms should be adequately explained using common or lay

considered coercive or unduly influence subjects to enroll into a study or stay in a study. All 

completion of the study, but should be

evaluation of both the safety and the e
also include a statement that the FDA has access to the subject's medical
Compensation: Payment or compensation to research participants should not be considered a 

drug is inve
documents should also include a statement that if the participant is or becomes pregnant, the 

information concerning the compensation, including the amount and schedule of payments, 

informed consent documents must include a statement that the purpose of the study includes 

include complex l

unforeseeable.

benefit, but a recruitment 

particular treatment or procedure may involve risks to the embryo or fetus, w

be in language understandable to the subject. The informed consent document should not 

FDA regulated test articles: For all research involving test articles regulated by the FDA, 

FDA regulated clinical investigations: Consent documents must include a statement that the 

Language should be simple: The information provided in the informed consent documents must 

e included in the consent document. The compensation should not be contingent upon 

stigational and not approved for the way it is used in the study. If applicable, the 

 

anguage that would not be understandable to all subjects. Technical and 

incentive. The compensation should not be such that it would be 

 

ffectiveness of the test article. The consent form must 

prorated. 

 terminology.

 records.

hich are currently 

 

 

o 

alternative means of obtaining extra credit needs to be comparable in time and
be made available to the 
If compensation is class extra

students who wish not to volunteer as research subjects. The 
-credit, an alternative means of obtaining extra credit must 

 effort. 
• 

to recruitment, but no later than 60 days after the last study visit (as required by the
funded cl
Posting of clinical trial consent form (.116(h)): One IRB

inical trial must be posted to a federal website. It must be done after the trial is closed 
-approved consent form for each federally 

 protocol). 
 

VA research specific requirements: 
• 

• 

• 
t

the research

subjects, and about the ethical basis of the informed consent proc
consent documents must include a statement that the VA will provide treatment for research 

injury, pertain to the non
participation of veterans as participants, including indemnification in case of research

knowledgeable about the protocol and related concerns to answer questions from prospective 

related injury in accordance with applicable federal

must be organized and presented in a way that does not merely provide 
but rather facilitates the prospective subject's or LAR’s understanding of the reasons why
might or might not want to

IRB and signed and dated
Informed consent must be documented by the use of a written consent form approved by th

If nonveterans are enrolled in VA

If the investigator does not personally obtain informed consent, the investigator must delegate 

Informed consent must present information in sufficient detail relating to the research and 

Informed consent must begin 

his responsibility in writing (e.g., by use of a delegation letter) to research staff sufficiently 

o The subject or the subject’s legally authorized representative (38 CFR 16.117(a), 45 CFR 
46.102(i))

 study.

 

 

-

 

veterans participants as

by:

 participate

 

with a concise and focused presentation of key information about 

-approved research, all regulations perta

 

 well.

 regulations.

 

 

ess and protocolInformed 

lists of isolated facts, 

ining to the 
- related 

 one 

e 

• 

• 
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o 
all requirements in sectio
Consent may be obtained electronically so long as the informed consent process meets 

n 18 of VHA Directive 1200.05 and VA requirements, and: 
o 

o The subject dates the consent as is typical or that the software 

Authentication controls on electronic consent provide reasonable assurance that 
such consent is rendered by the proper individual,

date when signed. 

 and 
provides the current 

• 

• 

• 

• The consent document must indicate the date of IRB approval, but the date does not need 

The consent document must be signed and dated by the participant or legally authorized 

The original signed and dated informed consent form must be filed in the

to appear on each page of the consent

A copy of the signed and dated consent document will be given to the person signing the 

visit by any subject as described in the IRB

for the signature of the person obtaining consent when there is no physical contac

folder on 

for research must include information describing any photographs, video, and/or audio 

source. For multi

consent

after the clinical trial is closed to recruitment and no later than 60 days after the last study 

and/or audio recordings will be used for research, and whether the photographs, video, 
and/or audio recordings will be disclosed outside

research file for that subject so that it is readily accessible

representative, 

participant (e.g., where the only contact with the participant is through telephone or

recruitment. Consent forms must be posted on either https://clinicaltrials.gov or a docket 

recordings to be taken or ob

Posting of Clinical Trial Informed Consent forms: The informed consent form must be posted 

Photography, Video, and/or Audio Recording for Research Purposes. The informed consent 

 document

• 

http://Regulations.gov 

and by the person obtaining consent

-site studies, it applies when the entire study has closed to subject 

 

tained for research purposes, how the photographs, video, 

(Docket ID:

 document.

-approved protocol. This

 HHS-

 VA.

OPHS

 

. The IRB may waive the requirement 

 

-2018

 for auditing.

-0021).

 applies to any funding 

 

 
 investigator’s

t with the 
 mail).

 
 

• 

o

o

o 

 

 

The consent for research does not give legal authority to disclose the photographs, 

A HIPAA authorization is needed to make such

video, and/or audio recordings outside VA. Consent for research must describe any 

An informed consent to take a photograph, video, and/or a
waived by the

will be used; and whether they will be disclosed outside the
photographs, video, or audio recordings obtain

 IRB. 

 disclosures.

ed for research purposes; how they 

 

udio recording cannot be 

 VA. 

• A record must be created: 
o When the research requires use of any clinical resources, such as: 

cardiology (e.g. electrocardiogram, stress test, etc.) clinical laboratory, and 
pharmacy;
If the research intervention may lead to physical or psychological

 or 
 AEs.

radiology, 

 o 
• 

Also, when any of these additional elements are appropriate, the VA requires them to be 

waived.

When appropriate, VA requires one or more of the following elements of informati

documented in the IRB

provided to each participant in addition to the basic and additional consent disclosures. 

 
-approved consent document, unless documentation of consent is 

on be 

o

o 

 A statement that in the event of a research

Any payments the participant is to receive for participating in the
necessary medical treatment to a participant injured by

-related injury the VA has to provide 
 participation.

 study.
 

 

http://regulations.gov/
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o 

o 

o 

o 

that certain veterans were required to pay co

Any real or apparent conflict of interest by researchers where the research will be 

A statement that VA will provide treatment for research

A statement that a veteran

A statement that informs 

services provided by

accordance with applicable federal

as a participant in a VA research project except in 

performed.

not be charged for any costs related to the

 

 VA. 

VA research participants that they or their insurance will 

-participant will not be required to pay for care received 

 regulations.

 research.

-payments for medical care and 

 

accordance with federal law and 

 

-related injury in 

 
3.4 Translations of Consent Documents into a Foreign Language 
Translations of consent documents will also be submitted for IRB
expedited manner. There are two options available to obtain approval of translated consent forms.

 approval and will be reviewed in an 
 

 
• 

the IRB. The IRB will hav
the translated document for accuracy. In his/her opinion it must match the English

to the original English. Both origin
an IRB

Option #1: The IRB

Option #2: The investigator (or sponsor) may submit the IRB

o 

-approved, certified translator. A second translator may then back translate the consent 

pay for translation
If the IRB does not have a consultant available, the investigator will need to obtain and 

-approved consent form is translated by the sponsor or site and submitted to 
e a member or consultant fluent in the language of the consent review 

 services.

al and back

 

-translated consent must be

-approved version of the consent to 

 submitted.

 version.

 

 

• 

 
3.5 Observation of the Informed Consent Process 
The IRB may observe the informed consent process in ongoing research, when appropriate. As part of 
the IRB oversight options, an IRB may require that a staff mem

An IRB may require that selected protocols have one or more 

observe the consenting of research participants to determine whether the informed consent process 

observed. IRB considerations used to choose such protocols include:

has been appropriately completed and documented. 

informed consent process situations be 

ber, IRB member, or outside third party 

 

 

• 
• Studies that involve particularly complicated procedures or

Studies involving vulnerable
Studies invol
study
Other situations when the IRB has concerns that the consent process is not proceeding

High risk

 participants.

 studies.

ving study staff with minimal experience in administrating consent to potential 

 

 

 populations. 
 interventions. 

 well. 

• 
• 

• 
 

3.6 Withdrawal from a Clinical Trial 
The IRB considers the followin
clinical trial: 

g issues regarding data retention when participants withdraw from a 

• 

• A research may ask a participant who is withdrawing whether the participant wished to provide 

withdrawal remains part of the study database and may not be removed. The c
When a participant withdraws from a study, the data collected on the participant to the point of 

continued follow

document cannot give the participant the option of having data

-up and further data collection subsequent to their withdrawal from

 removed. 
onsent 

 the 
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would distinguish between study
clinical outcome information, such as 

interventional portion of the study. Under this circumstance, the discussion with the participant 

noninvasive chart review, and address the maintenance of privacy and confidentiality of the 
participant’s information. 

-related interventions and continued follow
medical course or laboratory results obtained through 

-up of associated 

o The researcher must obtain the participants’ informed consent for this limited 

consent to continued fo

establishing survival status.

informed consent form). The IRB must approve the consent
part

researcher must not access for purposes related to the study the participant’s medical 
record or other confidential records requiring the participant’s consent. However, a 
researcher may review study 
participant’s withdrawal from the study, and may consult public records, such as those 

If a participant withdraws from the interventional portion of a study and does not 

icipation in the study (assuming such a situation was not described in the original 

llow

 

-up of associated clinical outcome information,

data related to the participants collected prior to the 

 document 

 the 
o 

 
4. RESPONSIBILITY 

documents into compliance.
informed consent documents and for communicating revisions at the IRB meeting needed to bring 
Primary, Secondary and/or consent Reviewers are 

IRB members are responsible for review of informed consent documents prior to the IRB m

 

responsible for careful review of all incoming 

eeting. 
 

 
 

5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Directive 1200.05

45 CFR 46.102, 46.116, 46.117
21 CFR 50

FDA Information Sheets, 1998 

 

 

 

 
6. REFERENCED DOCUMENTS 

Specimen 

Non
Medical Informed Consent

Payment/Compensation/Reimbursement Checklist

-Medical Informed Consent Checklist 

Collection for Future Use Consent Checklist 
 Checklist 

 
 

7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
Who Task 

Secondary Reviewers
Primary and 

 and 
Reviews proposed ICFs and confirm that all required elements are present

the consent includes the six (6) additional elements, if appropriate. 
 

 
request for revision and suggested language (where appropriate).
If elements are missing, return consent document to investigator with
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1. PURPOSE 
This policy describes the requirements for waiver of some or all the elements of informed consent 
procedures and waiver of requirements for obtaining informed consent. 

 
2. POLICY 
The IRB may approve a consent procedure that does not include, or which alters, some or all of the 

that the research meets specific criteria. Note: exempt
elements of informed consent or may waive the requirement to obtain informed consent if the IRB finds 

 projects do not require a waiver. 
 

3. SPECIFIC POLICIES 
3.1 IRB Waives One or More Requirements of Informed Consent 
The IRB may approve a consent procedure that does not include or which alters some or all of the 

finds and documents that:
elements of informed consent, or waives the requi

 
rement to obtain informed consent provided the IRB 

o The research or demonstration project is to be conducted by or subject to the approval of state or 
local government officials and is designed to study, evaluate, or otherwise examine: 
 
 
 

methods or levels of payment for benefits or services und

Public benefit or service

Possible changes in or alternatives to those programs or procedures, or possible changes in 
Procedures for obtaining benefits or services under those

 programs 
 

er those

programs

 programs

 

 
o The research could not practicably be carried out without the waiver or alteration, as in prospective 

emergency research conducted under 21 CFR 50.24, when time may not permit informed consent 
 The research is not FDA-regulated 

 
Or that all of the following are true: 
o The research involves no more than minimal risk to the

The research could not practicably be 

The waiver or alteration will not adversely affect the rights and welfare of the
The research could not practicably be carried out without the use of identifiers, if

The research is not

Whenever appropriate,
participation; and 

 FDA

 

-

the subjects will be provided with additional pertinent information after 

regulated. 

carried out without the waiver or
 subjects; 

 alteration

 subjects;
 
;
collected
 

 
; 

o 
o 
o 
o 

o 
 

3.2 Screening and Recruiting Activities 
The use of identifiable information or identifiable specimens without the 

The IRB does not permit the practice of recruitment [i.e., contacting potential study participants for 
VA Recruitment of Subjects under HIPAA

the IRB if the information is obtained (i) through oral or written communication with the prospective 
subject, or (ii) by acce

under the HIPAA Privacy Rule relative to use or disclosure of Protected Health Information (PHI) to 

purpose of screening, recruiting, or determining eligibility of prospective subjects can be approved by 

recruitment into research] unless an IRB ha

recruit subjects for the proposed research. The R&D Committee must also approve the research.

ssing records or stored identifiable biospecimens. [45 CFR 46.116(g)]

 

s specifically waived the requirement for an authorization 

subject’s consent for the 

 

 

 

701-SOP WAIVERS of INFORMED CONSENT 
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3.3 When Obtaining Informed Consent from a Parent is Not Reasonable 

which parental or legally authorized representative permission is no
protect the subject (e.g., abused or neglected children), it may waive the consent requirements 
provided that:

If the IRB determines that a research protocol is designed for conditions or for a subject population for 

 

t a reasonable requirement to 

o 

o 

o The research was not

The research was designed for conditions or for a participant population for which parental or 

An appropriate mechanism for protecting the children who would participate as participants in the 
guardian permission 

research was substituted.

was not a reasonable requirement to protect

 FDA
 
-regulated. 

 participants. 

 

 

The choice of an 
described in the protocol, the risk and anticipated benefit to the research subjects, and their age, 
maturity, status, and condition.

appropriate mechanism would depend upon the nature and purpose of the activities 

 

The IRB may waive parental permission by determining that: 
o The research involves no more than minimal risk to the

The waiver or alteration will not adversely affect the rights and welfare of the
The research could not practicably be carried out without the waiver
The research could not practicably be carried out without the use of identifiers, if

The research is not

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

 FDA-regulated. 

 subjects. 

 or alteration.
 subjects.

 collected.
 

 

 

o 
o 
o 
o 

o 
 

4. RESPONSIBILITY 

applicable and appropriate.
Director and IRB members are responsible for determining whether informed consent waivers are 

 
 

5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Directive 12
45 CFR 46.116

21 CFR 50.23, 50.24
21 CFR56.109(c), 56.109(d)

 
00.05 Section 17

 
 

 
 

6. REFERENCED DOCUMENTS 

Adequate Provisions for Soliciting the Permission of Parents Checklist

Waiver or Alteration of Informed Consent Checklist 
Waiver of Documentation of Informed Consent Checklist 

 
 

7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
Who Task 

Reviewers 

checklist(s).

agenda/minutes template that waiver is requested.
Review submission to determine if waiver is requested. If so, indicate on the IRB

Review and approve waiver. Document waiver determinations using 
 

 
appropriate 

 

IRB Coordinator If reviewed by the full board, document waiver determinations in meeting minutes. 
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1. PURPOSE 
This 
the IRB may waive the requirement to document informed consent.

policy describes the requirements for documentation of informed consent and circumstances when 
 

 
2. POLICY 

document that they are consenting to participate in any research project that is conducted at The 
Unless specifically waived by the IRB, all subjects, or their legally authorized represen

University of South Dakota. 

tatives, must 

 
3. SPECIFIC POLICIES 

 

 
The IRB may approve procedures for documentation of informed consent that involve (a) a written 

team or a family member.

signed written consent form. Each of these two options i

consent form. A witness is always required when a short form consent is employed. The witness cannot 

consent form signed by the subject, or (b) in limited circumstances, a waiver of the requirement for a 

copy of the signed document, unless the requirement is waived by the IRB.
approved consent form prior to enrollment or any participation in any phase of the study, and be given a 

documenting informed consent in protocols that it reviews. Usually, only option (a) will be appropriate.

be the person who obtained the Informed consent from the subject, but may be a member of the study 

responsibility of the IRB to determine which of the procedures described below is appropriate for 

For research conducted at the VA hospitals, participants must be prov

Each subject or his/her legally authorized representative must sign and date a copy of the curren

 

s described in detail below. It is the 

ided with a copy of the signed 

 

t IRB- 

 
 

3.1 Understanding Informed Consent 

SOP 502 

 

written in a language understandable to them.
Subjects who do 

study’s anticipated length and the condition of the individuals to be included. Add
should consider whether and when to require a reassessment of decision

decision

is voluntary. The IRB may require that the investigators reconsent subjects after taking into account the 
periodic reconsenting of individuals s

Mentally disabled or cognitively impaired subjects: Studies involving subjects who may have impaired 

Research Involving Human Participants Unable to Consent

-making capabilities may take place over extended periods. The IRB should consider whether 

not understand English should be presented with an informed consent document 

hould be required to ensure that a subject’s continued involvement 

 

. 
-making capacity. See 

itionally, the IRB 

 
3.2 Waiver of Documentation 
The IRB may waive the requirement for the investigator to obtain a signed consent form for some or all 
subjects if the IRB finds either: 
o That the only record linking the subject and the research would be the consent document and the 

principal risk would be potential harm resulting from breach of confidentiality and the research is 
not

research and the subject’s wishes will govern, 
Each su

 FDA
bject will be asked whether the subject wants documentation linking the subject with
-regulated, 

OR 
 the o 

702-SOP DOCUMENTATION of INFORMED CONSENT 
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o 

o Tha

That the research presents no more than minimal risk of harm to subjects and involves no 

there is an appropriate alternative mechanism for documenting that inf
obtained.

members of a distinct cultural group or community in which signing forms is not the norm, and 

procedures for which written consent is normally required outside of the research context,
t the research presents no more than minimal risk of harm to subjects, subjects or LARs are 

 
ormed consent was 

 OR 

 

provide subjects with:
In cases in which the documentation requirement is waived, the IRB may require the investigator to 

 
o A cover letter explaining the research.

Consent statement with all the elements that states 
 

consent is implied by returning the survey, etc. o 
 

The investigator must provide the IRB with a completed written consent document containing all the 
elements of consent and study information that will be provided to the participant. The IRB must 
document determinations regarding waiver in the IRB minutes or protocol file. . 

 
3.3 Consent for Mail, Telephone Surveys, and Internet Surveys 

which written con
When research presents no more than minimal risk of harm to subjects and involves no procedures for 

considered: 
sent is normally required outside of the research context, the following may be 

o 

o Telephone: 

that he/she is being

their consent is implied by submitting the completed survey and/o

whether the subject agreed to or declined participation in the study. If an investigator is taping 

Subjects would still need to be presented with the consent information, but would be informed that 

subject signs the consent and returns it with his/her survey. If the study is to be anonymous, the 

survey, the subject is providing and documenting his/her

consent form is separated immediately upon opening the package. (2) The investigator sends a 
consent statement to the subject which

a script when obtaining consent by telep

any questions the potential subject may have and answers them. The investigator needs to 
document that the script was read, the individual was offered the oppor

investigator mails or faxes the consent document along with a letter requ

include the relevant elements of informed consent in narrative form. (All possible efforts should be 

Fax or Mail: 

Fo

made to mail the informed consent document in advance to the subject.) The interviewer solicits 

his/her phone conversations with the subject, the interviewer must immediately inform the subject 

not agree” button on the website. The website needs to be designed to allow the participants to 
print a copy of the consent statement for their

IRB submission.) The script must contain a comprehensive, succinct description of the study and 

r Anonymous Internet

The IRB may approve telephone consent for survey research. The investigator must use 

The IRB may approve informed consent sent by mail in one of two ways. (1) The 

 taped.
-Based Surveys: 

 

 includes a statement that by returning the completed 

hone. (The investigator must include the script in his/her 

It is sometimes appropriate to use a consent statement. 

 records. 

 consent. 

r clicking on an “I agree” or “I do 

tunity to ask questions, and 

esting participation. The 

o 

 
3.4 VA Documentation of Informed Consent 

signed and dated by the subject or the subject's LAR (Legally Authorized Representative). A physical or 
electronic copy must be given or made available to the person signing the form.

requirements of informed consent as described in 

Informed consent shall be doc

• The informed consent form is a written consent document that meets the meets the 

umented by the use of a written consent form approved by the IRB and 

700-SOP that gives the subject or the subject’s

 

 LAR 
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VA Waiver of Informed Consent: 

for use of electronic

subject or the 

signed informed consent form for some or all subjects if it finds any of the following:

adequate opportunity to read the informed consent before it is signed, or the form may be read to the 

informed consent process meets all requirements in sections 700
subject’s

 signatures.

 LAR. • 

 

Documentation of consent may be obtained electronically so long as the 

The IRB may waive the requirement for the investigator to obtain a 

-702 of this SOP and VA requirements 

 
• 

• That the research presents

That the only record linking the subject and the research is the consent form and the 

the norm, that the research presents no more than minimal risk of harm to subjects and 

with the research, and the subject’s wishes will

context;

distinct cul

informed conse

investigator to provide subjects or LARs with a written statement regarding the 

(or LAR) will be asked whether the subject wants documentation linking the subject 

no procedures for which written consent is normally required outside of the research 

provided that there is an appropriate alternative mechanism for documenting that 

research.

principal risk is potential harm resulting from a breach of confidentiality. Each subject 

For studies subject to the 2018 Requirements, if the subjects or LARs are members of a 

In cases in which the documentation requirement is waived, the IRB may require the 

 or

 

tural group or community in which signing an informed consent form is not 

 

nt was obtained.

 no more than minimal risk of harm to subjects and involves 

 

 govern; 

• 

• 

 
4. RESPONSIBILITY 
Chairpersons, IRB members are responsible for dete
requirement to document informed consent. 

rmining circumstances when the IRB may waive the 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Directive 1200.05 Section 18
45 CFR 46.116, 46.117
21 CFR 50.23, 50.24, 56.109(c), 56.109(d)

 
 

 

 

6. REFERENCED DOCUMENTS 
Waiver of Documentation of Consent Checklist 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

Chairperson, Vice
Chair, IRB Member

 
 waive the requirement to document 

all determinations.

appropriate and documents determinations using the Waiver of Informed 
Consent

Reviews submission to determine if circumstances warrant that the IRB may

Reviews the consent documents using the appropriate checklists to capture 

For Expedited Review, determines if waiver of informed consent is 

 Checklist. 

 

informed consents. 
 

IRB Coordinator If full Board study, documents determinations in the minutes. 
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1. PURPOSE 
This policy describes the requirement for assent of children and cognitively impaired adults. 

 
2. POLICY 
The principle of respect for persons requires that the choice of an autonomous person be respected. 

the individual assenting is binding.

the prospec
applying the principle of respect for persons is problematic. However, any individual capable of some 
degree of understanding (generally, a child of seven or olde
participate in research only if they assent. When assent is required by the IRB, however, the decision of 

Under the usual conditions of clinical research, this is accomplished by soliciting the informed consent of 
tive research subject. In the case of the cognitively impaired adult or non

 

r, or a cognitively impaired adult) should 

-autonomous child, 

 
3. SPECIFIC POLICY 
3.1 Use of Assent 

which the subject is cognitively impaired, the IRB must find that adequate provisions are made for 
soliciting the assent of the subject when, in the judgment of the IRB, the subject is capa
assent.

In instances in which the subject is no

 

t legally capable of giving informed consent (e.g. children) or in 

ble of providing 

o Assent means a subject’s affirmative agreement to participate in research. Mere failure to

well

When the IRB determines that assent is required, it shall also determine whether and how assent 

Soliciting the Assent of 

subject is not a necessary condition for proceeding with the research. Even when the IRB 

as the IRB deems appropriat

determines that the subjects are capable of assenting, the IRB may still waive the assent 

into account the age, maturity, and psychological state of the subject involved. This judgment may 

is so limited that they cannot reasonably be consulted, or that the intervention or procedure 
involved in the research holds out a prospect of direct benefit that is important to the health or 

be made for all subjects to be involved in research under a particular protocol, or for each subject, 

may not, absent affirmative agreement, be construed as assent.

requirement under circumstances i

must be documented. If children are involved, the reviewer will use the “Adequate Provisions for 

In determining whether subjects are capable of assenting, the investig

-being of the subject and is available only in the

Children

e. If the IRB determines that the capability of some or all of the

 Checklist”.

n which consent may be

 

 context of the research, the assent of the 

 waived.

 

 

ator and the IRB shall take 

 object

 subjects 

 

o 

o 

 
4. RESPONSIBILITY 
Chair or IRB member(s) are responsible for determining whether assent is indicated. 
Chair or IRB member(s) are responsible for review of the assent document. 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 
45 CFR 46 Subpart D 

 
 
 
 
 
 

703-SOP ASSENTS 
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6. REFERENCED DOCUMENTS 

Assent or Cognitively Impaired Consent Template 
Assent or Cognitively Impaired Consent Template 

Checklist for Adequate Provisions for Soliciting the Assent of Children 
Checklist for Adequate Provisions for Soliciting the Permission of Parents

–
– 

 
Non Medical
Medical 

 

 
 

7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
Who Task 

Reviewer 
Uses appropriate checklist for review.
Reviews assent and confirm that language level and content are appropriate.
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1. PURPOSE 
This policy describes what the IRB requires of investigators in the conduct of research, whether it is 
single site or multi-site. 

 
2. POLICY 

government and other sponsors of any unanticipated or serious adverse events, as appropriate.

serious and serious adverse events and other unexpected findings that could affect the risk/benefit ratio 
of the research. An investigator is responsible for the 
up of all possible study related adverse events. Investigators are also responsible for informing 

It is the investigator’s responsibility to keep the IRB informed of unexpected, protocol

accurate documentation, investigation and follow

- related, non

 

- 

- 

 
3. SPECIFC POLICIES 
3.1 IRB Review of Research 
All human subjects research that is conducted by or under the direction of any employee, faculty, staff, 
student, agent, or affiliate of The University of South Dakota in connection with his or her institutional 
responsibilities must be reviewed by the IRB. 

 
3.2 Investigator Expectations 
It is an expectation that the investigator will: 
o 

o 
o 

o 

o 

o 
o 

o 
o 
o 
o 
o 
o 
o Seek guidance from IRB or other areas as

supporting data, and any medical records associated with the

Consider whether other procedures involving less risk are more appropriate when 

Quickly respond to requests of information or
Obtain and document informed

research and will employ sound scientific design in the conduct of

protocol.

participant or the outcome of the

reasons.

possible.

Ensure that all persons assisting in the research are adequately trained and informed about the 
H

Disclose any conflict of interest (financial or other) that may affect the relationship with the research 

Design the research using procedures already being conducted on the participants for non

Minimize risk to the
Monitor participants for

Modify his/her research designs to mitigate potential injuries in on

Maintain research records, such as signed and dated consent documents, correspondence with IRB, 

Develop and implement appropriate recruitment

Keep current on policies and procedures that affect human subject

Equitably recruit and 

ave sufficient time to conduct and complete the

 

 

 

 participant.

select participants for the

 potential harm and takes steps to minimize or lessen those harms when 

 

 

consent.

 research.

 

 ap

 

propriate.

 complaints.

 research.
 techniques.

 research.

 

 

 

 

 

 research.

 research.

-

 protections.

going

 

 research.

 

 

designing the 

 

-research 

o 

 
When the investigator is the lead investigator of a multi
about the management of information that is relevant to the protection of participants, such as:

-site study, applications include information 
 

o 
 

Unanticipated problems involving risks to participants or
Interim results. 

 others. 
o

800-SOP IRB-REQUIRED INVESTIGATOR ACTIONS 
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o Protocol modifications. 
 

When

obtain written approvals from the relevant local VA facilities’ IRBs of record and all other local 
committees, subcommittees, and other approvals according to the respective applicable local VA, and 
other federal requi

management of information that is relevant to the protection of participants is adequate.

For a VA multi

 the investigator is the lead investigator of a multi

-site study, not only the principal investigator, but a

rements. 

-site study, the IRB evaluates whether the 

lso all local site investigators must 

 
 

o 

development.
Collaborative research may not b

document may contain information on the project as a whole as long as the document
describes which procedures will be performed under VA’s auspices and which will be performed
under a non

notification that the research can be initiated from the local associate chief of staff for research and 

responsibilities of each party, including ownership of data and re

required by its respective institutional policies for participants recruited from that institution, or 
procedures requiring participation of the participant at th

Research cannot be initiated at any given site until the local investigator has obtained written 

Each institution engaged in the Collaborative Research must use the informed consent document 

-VA institution’s auspic

 
e undertaken without a signed agreement that addresses the 

es. 

at institution. The informed consent 

-use of data for other 

 

research.

clearly 

 

 

o 

o 

 
3.3 Informed Consent 
The investigator must obtain informed consent from subjects prior to their enrollment into the research. 
The investigator must use the informed consent document approved by the IRB. Approval and 

funded clinical trial must be posted to a federal website. It must be done after the trial is closed to 

only during the dates indicated on the form, and the investigator may use the forms only during the 

obtaining informed

expiration dates are indicated on the f

Posting of clinical trial consent form 

period for which they are valid. Investigators must follow federal guidelines and University 

recruitment, but no later than 60 days after the last study visit (as required by the protocol).

 consent. 

(.116(h)): One IRB

irst page of the consent document. Consent documents are valid 

-approved consent form for each federally 

policy for 

 

 

 
 

3.4 Reports of Unanticipated Problems Involving Risks to Participants or Others 
The IRB must be informed of any serious, unexpected, or unanticipated problems 

more information
participants or others that occur during the approval period. 

. 
See SOP 410- Unanticipated Problems 

involving risks to 
for 

 

3.5 Changes in Approved Research/Amendments 
Changes in app

Chairperson will determine if the revision meets the criteria for minimal risk. If the change represe

initiated without IRB review and approval except when necessary to eliminate apparent immediate 
hazards to human subjects.

more than a minimal risk to subjects, it must be reviewed and approved by the full IRB. Minor changes

Update/Amendment form. Upon receipt of the protocol change, the Director with assistance of the 
Investigators or sponsors must submit 

roved research during the period for which approval has already been given may not be 

 

requests for changes to the IRB in writing using a Project 

nts 
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Changes in exempt projects can be a
involving no more than minimal risk to the subject will be reviewed by the expedited review process. 

Updates for more information 
pproved by the Chair or Director. See 403-SOP Amendment/Project 

 

3.6 Continuations/Renewals and Project Closure 

to the end of the approval period, or upon completion of the study. For renewal of approval, a

year, and is dependent on the risk involved with the research. Investigators are responsible for 

filled out and sent into the 

Continuations: 

designees and/or

date. A second reminder will be sent one (1) to two (2) weeks before the expiration date.

o

o

“Continuation/Renewal Application” will be provided to the investigator 4

Project Closure: 

o

o

requesting renewal in anticipation of the expiration of the approval period. Investigators or their 

 

 

 

 

See
study.
Full Board Studies

Exempt Studies: 
Expedited: 
FDA

 404

-regulated drug or

 
-SOP Continuing Review

The length of time approval is given to a 

May be closed when all subject contact is complete and the study does not involve a 

All studies need to be closed once completed. A “Project Closure Form” needs to be 

 sponsors are required to provide a periodic report regarding their investigation prior 

May be closed when all contact with the participants is

: may be closed wh
 device.

IRB office.

 

 and

 

 4

en data analysis is completed or sponsor indicates of close the 

05-SOP Project Closure 

research protocol will be no more than one 

for more 

5 days before study expiration 

information

 completed.

. 

 

 

 

 

3.7 Student-Conducted Research 

 

the department.
All students applying for IRB review must obtain the signature of their faculty advisor and the chair of 

Activities that meet the definition of research with human subjects and that are conducted by students 
for a class project or for work toward a degree must be reviewed by the IRB.

the IRB include: (i) All masters’ theses and doctoral dissertations that involve human 

disseminated.

projects
meet the definition of research with human subjects.

Projects that involve human subjects and for which findings may be published or otherwise

 are not intended to develop or contribute to g

 

 

 A
eneralizable knowledge and therefore do not 
ctivities that must be reviewed and approved by 

  However, many class 

subjects; and (ii) 
 

 
VA Research with Student and Other Trainee: 

• Trainees (e.g. students, residents, or fellows of any profession) may serve as co

When the trainee leaves VA, the VA investigator is responsible for ensuring all research records 
are retained by

accordance with all applicable lo

complies with all applicable local, VA and other federal requirements including those related to 

area of the trainee’s research in

investigator must ensure the protocol is completed or terminated in an orderly fashion, and in 

investigator, but not PIs within a VA facility

research and the trainee/student. The PI is responsible for ensuring the trainee/student 

resear
If the trainee does not complete all aspects of the research prior to leaving VA, the VA 

ch, information security, and

 VA. 

terest must serve as PI and is responsible for oversight of the 

cal, VA, and other federal

 privacy.

. 

 

A VA investigator sufficiently experienced in the 

 requirements. 

- or sub- 

• 

• 

 
3.8. Education Requirement (CITI Human Subject Training) 

protect the rights and welfare of subjects participating in their research projects. In order to ensure that 
It is an expectation that investigators and key research personnel understand and apply their obligations to 
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subject training or an equivalent course.  Key personnel are defined as 
tifiable data.

Group 1 
, advisors, key

Biomedical or Group 2 

 

 personnel, and 

 
 

 

the minimum basics are covered, all investigators, including project directors

the IRB requirements.

Social behavioral 
student investigators, conducting research are required to complete the 

copy of the certification to the IRB for review. The IRB will determine if the training is acceptable and meets 

persons in contact with the subjects or persons who have access to iden

If an investigator has completed another form of human subjects training, the investigator may provide a 

The CITI training must be completed before final IRB approval and is good for three (3) years.

CITI human

 

 

o 

o 
o 

The course is listed on the CITI website as: Exempt Training for
Students whose projects are exempt are required to complete (five) 5 modules of the CITI course. 

students
Full Board or Expedited Review: All investigators, project directors, advisors, faculty, staff and 

Exempt Review: All faculty investigators, project directors,
 

 advisors

 Students.

 

 
 

Investigators must maintain CITI certification throughout the time a study is approved. 
 

VA Researchers: All VA researchers must adhere to their institutional policies regarding: 
o Training requirements

Credentialing, privileging, and/or completing the Scope of 
 and 

Practice of Research Personnel form. o 
 

All new investigators and advisors will need to meet with the Director either in person or by phone. The 
New Investigators and Advisors

Director will review the investigator’s ethical obligations and responsibilities.

 

 
 

3.9 Record Keeping 
It is the responsibility of the investigator (and advisor, if PI is student) to maintain records of: 
o All correspondence with the

Any other documentation requested by sponsor (for funded

Signed con

Copies of forms submitted to the
Original IRB stamped consent document (all

Protocols and amendments (all
sent documents. 

 IRB.

 versions).

 
 IRB. 

 

 versions). 

 research). 

o 
o 
o 
o 
o 

 

years from the time the stu
with him/her when he/she graduates. The advisor must keep a copy of the study records for three (3) 

consents, surveys with personal identifiers, etc.), the records must be stored on campus with the 
advisor. Once the study is completed and data is analyzed, the student may
data and IRB correspondence (approval letter, approved consent, continuations, closure forms, etc.) 

(shadow file). If 
If a student is the principal investigator, the student’s advisor must maintain a copy of all study records 

any of the study records contain personal identifiers (video tapes, signed informed 

dy is closed. 

 take only the de-identified 

 
3.11 Finder’s Fees and Bonus Payments 

 

allowable. Faculty, staff, students, and all others conducting human research under the purview of The 

potential participants.
Finder’s Fees: Investigators and research staff cannot accept payments in exchange for referrals of

Finder’s fees pose a potential conflict of interest for the conduct of the research and, therefore, are not 

 
 

https://www.citiprogram.org/
https://www.citiprogram.org/
https://www.citiprogram.org/
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enrollment. Examples are; an additional payment of $5,000 to sites if they can recruit an additional five

inducement, in cash or in kind, for the purpose of referring patients as candidates for participation in 

(5) participants in a w

research.

may receive “bonus payments” from sponsors that are tied to the rate or timing of subject

University of South Dakota are strictly prohi

Likewise, no individual or organization conducting human research 

 

eek, or additional payment to sites that reach their recruitment goals.

bited from offering or receiving any finder’s fee or other 

under the auspices of The University
 

 
 

 

 
3.12 VA Reporting 
The unfounded classification of an SAE as “anticipated” constitutes serious non
be promptly reported to the IRB within 5 business days. 

-compliance and should 

 
4. RESPONSIBILITY 

 
The IRB Coordinator is responsible for checking if investigators have 

The Director is responsible for meeting with new investigators and advisors to ensure understanding of 
their ethical obligations and investigator responsibilities. 

completed the CITI training. 
 

5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Directive
45 CFR 46.109,
21 CFR 56.109, 56.111, 21 CFR 54

 1200.05
 46.111 

 

 

 
6. REFERENCED DOCUMENTS 
Continuation/Renewal Form 
Project Closure Form 

 
7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task 

IRB Coordinator 
submissions, securing initial and ongoing approval of research, and providing all 
required reports.

Provides investigators with complete information package on preparing IRB

 

 

 Secures all necessary information for ongoing IRB review and approval. 
 

 

 

 

the CITI training and, if not, e
study approval can be given.

and members in a timely manner.

Checks all incoming studies to confirm if PI and key personnel have completed 

Provides guidance to investigators on IRB process.

Distributes communications to and from investigators to appropriate IRB staff 

 
-mail PI reminder to complete the 

 

 

training before 

IRB Coordinator conducting the informed consent process, fulfilling ethical obligations and
Chairperson, Director, Provides investigators with appropriate training in preparing IRB submissions, 

investigator responsibilities.
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1. PURPOSE 

they cannot be eliminated.

characteristics that promote quality research and can only strengthen the research process. Therefore, 
conflicts of interest should be eliminated when possible and effectively managed and disclosed when 

In the environment of research, openness and honesty are indicators of integrity and responsibility, 

 
 

2. POLICY 

appropriately manage and disclose the conflict of interest to the
interest be disclosed and reviewed by the IRB to ensure elimination of any conflict of interest, or to 

research.

It is the policy o

 

f The University of South Dakota Institutional Review Board (IRB) that all conflicts of 

 participants in human subjects 

 
3. SPECIFC POLICIES 
3.1 Conflict of Interest 
The protection of human subjects requires objectivity in communicating risks, selecting subjects, 

financial and other conflict of interest issues in its deliberations on applications.
promoting informed consent, gathering, analyzing, and reporting data. Therefore, the IRB will consider 

 
 

3.2 Reporting  

 

 

 

 
the USD and IRB policy.

to the IRB whether th
All investigators whose projects require full Board or expedited review must reveal on their application 

financial interests would reasonably appear to be affected by the research

with the initial IRB application. The process for review and management will be conducted according to 

When a COI is reported, the committee on Intellectual Property/Financial COI will review the conflict. If, 

conflict of interest is identified, the AVPRC notifies the Director. The Director checks all open studies to 

on the IRB application.

approved. A conflict management plan may include steps such as revising the consent form to ensure it 
adequately describes the COI, removing the person directly involved with the COI from conducting da
analysis, or verifying the COI is disclosed in publications.

determine if the COI 

USD Investigators

in Research).”

investigators. This form is reviewed by the Associate Vice President for Research Compliance. If a 

upon review, there is a decision of a conflict the committee will design a conflict management plan. The 
plan will be reviewed by the IRB, at whic

research has an economic interest in, or acts as an officer or a director of any outside entity whose 

USD investigators are required to adhere to the USD Policy on “Financial Conflict of Interest (Objectivity 

If a conflict exists, “Financial Conflict of Inter

Note: All investigators are required to complete an Annual Routine Disc

 

 

needs to be addressed. This process is in addition to completing the COI questions 

ey or any other person responsible for the design, conduct, or reporting of the 

 

 

h time the IRB will decide whether the research can be 

est Disclosure Form” needs to be completed and submitted 

 

losure of COI by principal 

. 

ta 

801-SOP Conflict of Interest (Investigator) 
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Other Investigators

CEO and investigator to manage the conflict of interest so that it does not adversely affect the 
institution most involved in 

participant or the credibility of USD’s human research protection program.

In the case of non-employees, the information will be provided to the chief executive officer of the 
 

the research as determined by the Director. The Director will work with the 

 
 

3.3 Management 
The IRB, at a convened meeting, will review the management plan and will consider: 
o 
o 
o The scientific or the scholarly integrity of the

The selection of
The possibility of coercion or undue influences during the consent
The information provided to

Anticipated benefits, if any, to
Risks to participants.

Provisions for monitoring the data collected to provide for safety of
Provisions to protect the privacy interests of
Provisions to maintain the confidentiality of identifiable

 participants.

 

 

 

participants.

 participants.

 

 

 

 

partici

research.

pants.

 

 data.
 

 

 process.

 participants.

 

 

o 
o 
o 
o 
o 
o 

 
The IRB may accept the management plan or require additional management including, but not limited 
to: 
o 
o 
o 
o 
o 
o Severance of relationships that create actual or perceived

Divestiture of significant financial
Disqualification from participation in all or a portion of the

Public disclosure of significant financial

Modification of the research
Monitoring of research by independent

 plan.

 

 

interests.

 
 
interest.
reviewers.

 

 
 

 conflicts.

 research.

 

 

 
3.4 Approval 
The IRB will withhold approval until the determination and/or management plan is reviewed by the 
convened IRB. The IRB has the final authority to approve the research or to require modification to the 
research given the management plan
plan will be sent to COI Committee Chair.

. A copy of the IRB approval and any additions to the management 
 

 
3.5 Changes in the Conflict of Interest Status during the Course of the Study: 

the change as a modification to the protocol.
investigator is required to notify the IRB within ten (10) working days of the change. The IRB will review 
If there is a change in the conflict of interest status of an investigato

 

r during the course of a study, the 

 
3.6 Annual Review 

the conflict of interest status relating to the research. The IRB will review conflict of interest as part of 
At the time of continuing review, the investigator w

its continuing review. 

ill be asked whether there has been any change in 

 
3.7 Finder’s Fees and Bonus Payments for Recruitment 
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allowable. Faculty, staff, students, and all others conducting human research under the purview of The 

enrollment. Examples are: an additional payment of $5,000 to sites if they can recruit an additional five

inducement, in cash or in kind, for the purpose of referring patients as candidates for participation in 

(5) participants in a week, or ad

research.

may receive “bonus payments” from sponsors that are tied to the rate or timing of subject

University of South Dakota are strictly prohi

Finder’s fees pose a potential conflict of interest for the conduct of the research and, therefore, are not 

Likewise, no individual or organization conducting human research under the 

 

ditional payment to sites that reach their recruitment goals.

bited from offering or receiving any finder’s fee or other 

auspices of The University
 

 
 

 
 

 
4. RESPONSIBILITY 
The Vice President for Research is responsible for reviewing and triaging, as appropriate, reports of 

to the research given 

through his/her management of IRB deliberations, and providing investigators clear guidelines 

conflict of interest received from the Director or

conflicts to the Associate Vice President for Research Compliance, VA Conflict of Interest Administrator 
or, in the case of non

Committee 
determining management of COI.

Chairperson or Vice Chair is responsible for facilitating investigator compliance with IRB requirements 

pertaining to that compliance throug

Director is resp

IRB members are responsible for the review and approval of the research or for requiring modifications 

on Intellectual Property and Financial Conflicts of Interest is responsible for reviewing and 

onsible for review of conflict of interest/financial disclosure forms and forwarding 

-

the management plan.

employees, that employee’s

 

h IRB communications to the investigator.

 

 others.

 CEO. 

 

 

 

 

 

 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Directive 1200.05
OHRP COI Policy Draft 

USD Financial Conflict of Interest (Objectivity in Research) 
NIH Guide – Objectivity in Research

 

 

 
6. REFERENCED DOCUMENTS 
Financial Conflict of Interest Disclosure Form
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7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

 
 

Who Task 

Director 
VA Conflict of Interest 
Reviews potential conflicts of interest and triages to Vice President for Research,

Administrator, or other individuals as appropriate. 
 

Associate Vice 
President for Research
Compliance 

 
Reviews and triages potential or perceived conflict of interest to COI Committee. 

Committee on IP and
COI 

 Reviews COI and makes determination and/or recommends management plan. 

IRB Members 
convened IRB meeting.
Review COI determination, management plan, and all supplemental materials at

 
 

IRB Coordinator 
and members in a timely manner.
Distributes communications to and from investigators to appropriate IRB 

 
staff 



THE UNIVERSITY OF SOUTH DAKOTA -- INSTITUTIONAL REVIEW BOARD -- STANDARD OPERATING PROCEDURES 

Last revised 
February 2023 

164 of 185 

 

 

 

 
 

Back to Index 
 

1. PURPOSE 

 

The purpose is to describe policies and procedures for maintaining and ensuring quality and 

The quality assurance and improvement program exists to heighten awareness of regulatory 

for all IRB procedures.

areas:
requirements and improve the ethical conduct of research. The QA&I program has the following focus 

 

 
standards 

o 
o 
o 
o 

be improved

Evaluation of the effectiv
Evaluation of how investigators implement protocols as approved by the

Evaluation of the informed consent 
Identification of issues to be addressed in HRPP education and

 

eness of the human subject research protection program

process to determine if it meets standards or where it needs to 
 training 

 IRB 
 (HRPP) 

 
2. AUDITS 
An audit is an in

and participants for the purpose of determining if the rights and welfare of participants are being upheld 
according to federal regulatory and USD IRB requirements.

all records and documents, observations of processes, and interview
-depth examination of all components of a research study including, but not limited to, 

 

s with researchers, study personnel, 

o 

o A minimum of one audit a month will be
All audits, regardless of type, will be reported on the IRB meeting

An audit may be done on any human subject study 
employees or USD affiliates. 

 conducted.

that is or was conducted by USD 

 
 agenda. o 

 
Audit Types 
o 

the approved protocol, federal regulations, and USD IRB

When following Department of Energy regulations, the organization must periodically conduct self
assessments to ensure compliance with the HRPP procedures and o

enrolled in a particular
Observation of study pr

For

Review of advertisements and recruiting

Random audits: conducted on approved studies to ensure t

-cause audits: conducted when there are concerns about the rights and welfare of participants 
 study.
ocedures and the informed consent

 

 procedures. 

 policies.

 

hey are being done in accordance with 

process.

 

ther

 

 requirements. 
- 

o 

o 
o 
o 

 
3. PROCEDURES 
3.1 Random and For-cause Audits  
o A protocol may be chosen based on risk to participants, review level, vulnerable populations 

with the Director, lead researcher, and other study personnel if appropriate. Notification will 
include:

included, or large numbers of
IRB Coordinator will notify the researcher of the upcoming review and schedule a two hour meeting 

 

 subjects. 
o 

 
 Audit Items List

Au

Protocol being

dit Interview Outline and Policies

 reviewed.
 document

 
 

 document  

SOP 900 QUALITY ASSURANCE AND IMPROVEMENT PROGRAM 
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o Audit may include an interview with the researcher, research team, participants, or others. It also 
may include a review of the protocol documents and study
If there are audit findings, follow SOP 407 on noncompliance.

 data.
 

 
o 

 
3.2 Observation Audits 
Any IRB member or a third party selected by the AVP
observe study procedures or the informed consent process of an approved human subject study.

RC, Director, or Chair has the authority to 
 

 
o Study Procedures: 

procedures are conducted in compliance with the approved protocol, federal regulations, and USD 
IRB policies. 

Any IRB member may observe study procedures and determine whether the 

 
 If yes,

If not, SOP 407 on noncompliance will be
 the audit will be documented in the OHSP

 followed.
 files.

 
 

 
o 

and apparently under
information in the consent document and other written information was accurately explained to, 
Informed Consent: Any IRB member may observe the consent process and determine whether the 

stood by, the subject or the subject’s legally authorized representative. 
 

may not be entered into the
If no, it may be determined that consent is not legally effective and the prospective subject 

If yes, the audit will be documented in the OHSP
 research. 

 files.  
 
o 

advertisement related to a human subject study to ensure it
Recruitment Review: The Director or Chair may review any method of recruitment or 

 is: 
 
 
 The recruitment message or advertisement is identical to what is in the approved

An approved method of recruitment according to the

agenda.

If an advertisement is used, that a 

If there is not a finding, the audit will be docum
If there is a finding of noncompliance, SOP 407 on noncompliance will be

 

copy is included in the

ented in the OHSP files and IRB meeting 

 protocol
 protocol

 
 

 followed.
 protocol

 
 

 
 

 
4. RESPONSIBLITY 
The Office of Human Subjects Protection is responsible for the establishment, implementation and 
oversight of the QI&A program. 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 
None 

 
6. REFERENCED DOCUMENTS 
Audit Items List
Audit Interview Outline and Policies 
Audit Report 
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7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 
Who Task 

Subjects Protection
Office of Human 

 
Three days prior to the site visit, confirm the date and time.
site visit.
Call Investigator or contact key site personnel to set up a day and 

 
 

time to conduct a 

Auditor 
conducted in compliance with the information provided on these 
observation if possible.
Complete the audit report.

Review and bring to site visit complete IRB file. Confirm that the study is being 

 
 

documents by 

IRB Coordinator Include audit report on IRB agenda 
IRB Chairperson or
Director or AVPRC 

 Develop and implement quality improvements as indicated by audits 
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1. PURPOSE 
To define the HIPAA requirements and the procedures necessary to conduct full board review and 
expedited review of HIPAA 
research, Reviews of PHI of Decedents and Reviews Preparatory to Research.

Waivers of Authorization, Authorizations for use and disclosure of PHI for 
 

 
2. POLICY 

 

 

The University of South Dakota is not a covered entity. The USD IRB serves as a privacy board and 

An investigator who is collecting data at a covered entity and intends to use or disclose an indiv

and disclosure of PHI for research, reviews of PHI of Decedents and Reviews Preparatory to Research.
reviews and approves HIPAA Waivers of Authorization (full and partial) and

Protected Health Information (PHI) requires an individual’s authorization. 

 USD authorizations for use 

idual’s

 

 

3. SPECFIC POLICIES 
3.1
Research

 Full/Partial
 

 Waivers of Authorization, Reviews of PHI of Decedents and Reviews Preparatory to 

A request from an investigator for the IRB to waive the HIPAA authorization 

following:

accompanied by sufficient information to allow the IRB to make the required determination. The IRB 
must document its findings and this documentation mu

 
st include, but is not limited to, all of the 

requirement must be 

o 
o 
o Statement that the waiver of HIPAA authorization satisfies the following

Identification of the IRB of
Date of IRB approval of waiver of HIPAA

A.

C.
B.

 
 

 The use or 

The research could not practicably be conducted without the waiver;
The research could not practicably be conducted without access to and use of the requested 

the privacy of individuals based on, at least, the presence of the following

information.

III.

II.
I.
 

 

 An adequate plan to protect the identifiers from improper use and
An adequate p

Adequate written assurances that the requested information will not be reused or 

with conduct of the research, unless there is a health or research justification for 

or other Federal r

oversight of the research study, or for other research for which the use or
of the requested information would be permitted by the Privacy

disclosed to any other person or entity, except as required by law, for authorized 

retaining the identifiers or such retention is otherwise mandated by applicable VA 

disclosure of the requested information involves no more than minimal risk to 

 

 record.

lan to destroy the identifiers at the earliest opportunity consistent 

equirements;

 
 authorization.

 and 

 
 criteria:

 and

 

 Rule.
 

 elements:
 disclosure;

 
 disclosure 

 
 

o 
o The specific findings on which the IRB based its decision to grant the waiver of HIPAA

A brief description of the PHI 

Signature of Chair of the IRB, or qualified voting
Identification of the IRB review procedure used to approve the waiver of HIPAA

being used or disclosed

 member.

. 

 
 authorization

 authorization.
 

 
o 
o 

SOP 1000 HIPAA WAIVERS/AUTHORIZATION/DECEDENTS/REVIEW PREPARATORY TO RESEARCH 
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the IRB determines that the treating physician's direct approach to the individual or obtaining the

several possibilities:

an authorization from the individual if the researcher has a waiver issued by an Institutional Review 

individual’s prior authorization is impracticable. The request for waiver of a

Full Waiver:

Board (IRB) or a Privacy Board.

Partial Waiver

 Covered entities may use and disclose identifiable health information for research without 

: A partial wai

 

ver of the individual’s authorization may be used for recruitment purposes if 

 

uthorization may include
 

 

o A partial waiver of authorization for treatment personnel to refer individuals to the researcher or 

A partial waiver 
share PHI with the researcher without first speaking to the individual about the

lists, etc., and then contact potential
of authorization for the researcher to look at medical records, or schedules, patient 

 subjects. 

 referral. 
o 

 
PHI of Decedents: Investigators wishing to use the PHI of subjects who are deceased must certify that: 
o 
o 
o The PHI is necessary to the research purposes

That the PHI sou
The investigator 

ght is only that of
can document the death of each individual if asked to do so,

 decedents 

. 
 and 

 
Reviews Preparatory to Research: the Investigator submit to the IRB/Privacy Board that: 
o The PHI access is requested is only to prepare a research

The PHI will not be removed from the covered entity during the course of review,
The PHI sought is necessary for the preparation of the research.

 protocol

 

 
 and o 

o 
 

VA Research: 
VA investigators and/or their staff cannot use preparatory to research information for contacting or 

appropriate VA approvals.

into research unless the IRB has specifically (i) waived the requirement for an authorization under the 

(ii) waived the i

recruiting subjects. The investigator cannot directly contact potential study 

private information for recruitment into the research. The R&D 
research.

HIPAA Privacy Rule relative to use or disclosure of PHI to recruit subjects for the proposed research and

Non-VA researchers may not obtain VA information for preparatory to res

 

nformed consent requirement under the Common Rule to allow use of identifiable 

 

Committee 

earch activities without 

must also approve the 

participants for recruitment 

 

 

 
3.2 Review of Full and Partial Waivers at Covered Entities 

/Privacy Board will review the waiver, or request along with the Privacy Officers recommendation and 
will v

Full/Partial Waivers, PHI of Decedents and Review Preparatory to Research will be reviewed by the 
Privacy Officer of the covered entity. The Privacy 
IRB/Privacy Board either approve or disprove the waiver, or preparatory to research request. The IRB

ote on a final ruling. 

Officer will and make a recommendation that the 
 

 

3.3 Review of Full and Partial Waivers at a VA Facility, 

reviewed by the IRB/Privacy Board.
Full/Partial Waiver, PHI of Decedents and Review Preparatory to Research at a VA facility will be 

 
 

3.4 Authorizations 
HIPAA authorizations must be obtained by the investigator for prospective use or disclosure of PHI 
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within a covered entity. 
 

3.5 Review of Authorizations 
The IRB/Privacy Board reviews will review all VA stand-alone authorizations. 

 
3.6 IRB/Privacy Board Review and Approval 

 
There will be two types of review of HIPAA related research requests:

all policies and procedures regulating Institutional Review Boards.
IRB serves as the Privacy Board for all research including VA HIPAA related research requests and follows 

 

 
o 

and Review Preparatory to
Full Board Review, where the entire IRB/Privacy Board reviews Full/Partial Waiver, PHI of Decedents 

 Research. 
 The Privacy Board will follow all IRB Policies and Procedures, including but not limited to 

membership, COI, quorum, voting and documentation. 
o 

Waiver, PHI of Decedents and Review Preparatory to
Expedited/Exempt Review, where the Chairperson or designee reviews the Full/Partial 

 Research. 
 Review will follow all IRB Policies and Procedures and be documented. 

 
3.7 Privacy Board Documentation and Correspondence 

memorandum. This documentation will cover the following:
Privacy Board actions will be noted within the IRB meeting minutes or a protocol specific IRB 

 
o 
o 

checklists and will be reported to the IRB.

Full and Partial Waivers of Authorization
Expedited reviews of Full and Partial Waivers of Authorization will be documented on the reviewer 

 justification/determinat

 

ions. 

 

information:
hosp
Documentation of approval will be sent to the Investigator and Privacy Officer/Liaison of the specific 

ital system where the request is being made. This documentation will contain the following 
 

o 
o The specific findings on which the IRB based its 

A brief description of the PHI for which the IRB has determined use or disclosure to be

Signature of the IRB Chair or qualified voting member of the IRB designated b
expedited review
Identification of the IRB review procedure used to approve the waiver of HIPAA authorization or 

HIPAA authorization waiver

 procedures.

 document.

 

 

decision to grant the waiver of HIPAA

y the IRB Chair, on the 

 authorizations.
 necessary. 

 
o 

o 

 
4. RESPONSIBILITY 
Chairperson and IRB/Privacy Board members are responsible for review of HIPAA requests. 

 
5. APPLICABLE REGULATIONS AND GUIDELINES 

VHA Directive 1200.05 Section 23 
VHA Directive 1605.01 Section

45 CFR 164.512 (i) 

 13.a(1)
 

 
 
6. ATTACHMENTS 

Application for Wavier of Authorization 

Application for Partial Waiver of Authorization 
Checklist for Waiver of Authorization 

HIPAA Addendum to Informed 

Research on Decedents 

Consent 
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7. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

Who Task  

Chairperson, designee Reviews expedited HIPAA research related requests 
IRB Members 

Officer/Liaison
Reviews HIPAA research related requests, including recommendation from Privacy

 
 

IRB Coordinator Documentation of approval sent out to Investigator and Privacy Officer/Liaison 
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1. PURPOSE 
The purpose of this policy is to define the procedures as they apply to human research that is funded by 
the Department of Defense (DOD). Research supported by the Department of Defense requires 
compliance with additional federal regulations, directives and instructions. 

 
2. Definitions 
Research Involving a Human Being as an Experimental Subject: 
The Department of Defense definition is: An activity, for research purposes, where there is an 

the effect of the intervention or interaction (32 CFR.210.102 (f) reference (c)). Research involving 

to Section 1520a of Title 50, United States Code (U.S.C.). Some exceptions for research for prophylactic, 

following activities are not considered research involving human participa
withholding of an intervention that would have been undertaken if not for the research purpose. The 

experimental subjects as defined in DODI 3216.02 is a subset of research involving human participants. 

agents involving HSR can begin, explicit written approval must be obtained from the DoD Office for 

intervention or interaction with a living individual for the primary pu

protective, or other peaceful purposes apply. Before any excep

limited to, a physic

Human participant 

Human Research Protections (DOHRP). Examples of interventions or interactions include, but are not 
al procedure, a drug, a manipulation of the subject or subject’s environment, the 

research involving the testing of chemical or biological agents is prohibited, pursuant 

ted testing of chemical or biological 

rpose of obtaining data regarding 

nts: 
• 

• 
• The interpretation of biological analyses of bodily fluids, tissues, or other specimens; or the 

examination in connection with research on, or prophyl

identification or classification of such

requests, from individuals (including individuals in control groups) under treatment or clinical 
Public or internal information collections of facts or opinions, obtained initially or in follow

Direct treatment of that disorder; or 

 specimens. 

axis to prevent, a clinical disorder; 

-up 

should not be evaluated against the inherent risks encountered in their work environment (e.g. 
emergency responder, pilot, soldier in a 

during the performance of routine physical or physiological examination or tests” shall not be 
interpreted to include the inherent risks certain categories of human subjects face in 

Minimal Risk: 

medical tests or constant pain.)

For example the risks imposed in research involving human subjects focused on a special population 

The definition of 

 

minimal risk based on the phrase “ordinarily encountered in daily life or 

combat zone) or having a medical condition (e.g. frequent 

their everyday life. 

 
When following DoD requirements: 

• Research involving pregnant women, prisoners, and children are subject to the DHHS
B, C, and D, except where modified by DoDI 326.02: 

 Subparts 

o 

o The applicability of Subpart B is limited to research involving pregnant women as 

invasive procedures involving the woman or the fetus as

“generalizable

participants in research that is greater 

For purposes of applying Subpart B, the phrase “biomedical knowledge” is replaced with 
 knowledge.” 

than minimal risk and includes interventions or 
 participants. 

• Fetal research must comply with the US Code Title 42, Chapter 6A, Subchapter III, Part H, 289g: 

1100-SOP DEPARTMENT OF DEFENSE SUPPORTED RESEARCH 
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o 

whom viability has not been ascertained unless the research or
country, on a nonviable living human fetus ex utero or a living human fetus ex utero for 
Research or experimentation may not be conducted, in the United States or in any other 

 experimentation: 
 

the probability of its survival to viability;
Will pose no added risk of suffering, injury, or death to the fetus and the 
purpose of the research or experimentation is the development of important 
biomedic

May enhance the well

al knowledge which cannot be obtained by other

-being or meet the health needs of the fetus or enhance 
 or 

 means. 

 

o The risk standard must be the same for fetuses which are intended to be aborted and 
fetuses which are intended to be carried to term. 

• 

welfare of pregnant women, fetuses, or neonates, DoD organizations must demonstrate to the 
senior designated official that the IRB has fulfilled its 

opportunity to understand, prevent, or alleviate a serious problem affecting the health or 

receive explicit written approval from the DoD Office for Human Research
In addition to activities 

For human participant research that would not otherwise be approved 

Before human participant research activities may begin, the senior designated official must 

permissible under Subpart C, two additional categories are

duties in accordance with Subpart B. 

but presents an 

 Protections.
 permissible:

 
 • 

o Epidemiological research is permitted under the following conditions: 
 

 
 The research involves no more than inconvenience to the

The research presents no more than minimal

Where the sole purpose of the research is to describe the prevalence or 

associations for a
incidence of a disease by identifying all 

Prisoners are not a particular focus of the

 disease. 
cases, or study potential risk factor 

 research.

 risk. 

 
 prisoner-participants. 

 
o 

criteria may be conducted, but must first be approved by an
Human participant research involving prisoners that would otherwise meet

 IRB. 
 exemption 

• 

 When a previously enrolled human subject becomes a prisoner, and the protocol has not been 
designated official that th

reviewed and approved by the IRB in accordance with Subpart C, the key investigator must 
promptly notify

DoD organizations conducting research involving prisoners must demonstrate to the senior 

 the IRB. 

e IRB has fulfilled its duties in accordance with Subpart C. 
•

o 
component office of human research

research protection official and other 

For DoD

For DoD

-

-supported research, the non

conducted research, the human protections director must notify the 
 
-
protections.

federal
DoD organization must notify the DoD human 

 agencies.

 

 
o 

• 

• 

• Service members and all Research Component and National Guard members in a federal duty 
status are considered to be adults. If a Service member, Reserve Component or National Guar

such member as a human
age, the IRB must carefully consider the HSR recruitment process and the necessity of including 

Component approval to execute the

its duties in accordance with DHHS Subpart D, 45 CFR 46. 407 and 21 CFR

protections:

member in federal duty status, student at a Service Academy, or trainee is under 18 years of 

Research involving large

If the research involves DoD

DoD organizations must demonstrate to the senior designated official that the IRB has

 
-scal

 participant.

-

e genomic data from DoD

affiliated personnel, the key inve
 research.

 

 

-affiliated personal requires additional 

stigator must receive command or 
 50.54. 

 fulfilled 

d 

• 
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o The disclosure of DoD

All research involving large

security; accordingly, written materials must describe administrative, technica

subject to DoD Component security review to ensure the adequacy of the proposed 

shar
administrative, technical, and physical safeguards, including the secondary use or 

de
physical safeguards commensurate with risk, including the secondary use or sharing of 

must have a certificate of
Research involving large

-identified data or

ing of de-identified data or

 specimens.

-affiliated personnel’s genomic data may pose a risk to national 

-scale genomic data collected from DoD
 confidentiality

-scale genomic data collected from DoD

 specimens.

 

. 

 

-affiliated personnel is 

-affiliated personnel 

l, and 

o 

o 

• 

• 
exclusively 
disclosed in identifiable form for any other purpose, except with the informed consent of the 

3216.02.13.

respondent.

Non

Data or information acquired by the DoD Component under a pledge of confidentiality for 

-exempt classified research must be conducted following the requirements of Instruction 

statistical purposes must be used exclusively for statistical purposes and may not be 

 

 
 

3. SPECIFIC POLICY 
3.1 Education 

 

 
The Office of Human Subjects Protection policy req

There may be specific DOD educational requirements or certification required.

the DOD,
stricter or specific educational requirements. Researchers should contact their project coordinator at 

components may have stricter or specific educational

components when appropriate.

approve, oversee, support or manage human research supported by the DOD or its component

education of research personnel and IRB members every three years. Note however, individual DOD 

approve, oversee, support, or manage human participant research

personnel and IRB members every three years. Note however, individual DOD components may have 

project coordinator at the DOD, or DOD component, to ensure adherence to any unique requirements. 

requirements are

USD Human Subject Protection Training and Education policy (103 SOP) requires initial and continuing 

Initial and continuing research ethics education is required for all personnel who conduct, review, 

IRB Coordinators assigning reviewers to protocols funded by the DOD will ensure that training 

Initial and continuing research ethic

 or DOD component, to ensure adherence to any unique requirements.

 current at the time of review. Regular education at IRB meetings will include DOD 
 

s education is required for all personnel who conduct, review, 

uires initial and continuing education of research 

 requirements. Researchers should contact their 

 
 

 

s. The 

 
3.2 Reporting to the DoD 
The following shall be promptly (no longer than within 30 days) reported to the DoD human research 
protection officer: 

• 
• The results of the IRB continuing

that any part of the HRPP is under investigation for cause involving a DoD

When significant changes to the research protocol are approved by the

When the organization is notified by any Federal department, agency or national organization 
Change of reviewing

protocol. 

 IRB. 
 review. 

 IRB.

-supported research 

 

• 
• 
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The following must be reported to the DODHRPP within five days of completion of the report:

Any unanticipated problems involving risks t

Any suspension or termination of DoD
reported to the DoD Office for Human Research Protections.

must be promptly (no longer than within 5 days) reported to the DoD Office for Human Research 
Protections. 

-supported research must be promptly (no longer than 5 d

o participants or others for any DoD

 

-supported research 

 

ays) 

• 

• 

• Allegations of serious or continuing noncompliance related to HSR that are substantiated by 

federal or State agency, official governing body of a Native American or Alaskan native tribe, 

component off

other official entity, or foreign 

investigation, and subsequent actions taken based on the

reports

Reports of for

Reports or audits of DoD

 exist. 

-cause adults, reviews, or assessments conducted by or on behalf of the 
ice of human

-conducted or DoD
 protections.

government, within 5 business days of discovering that such audit 

 
-supported human participant research by another 

 findings. 
Substantiated allegations related to classified HSR must be reported immediately to the DOHRP. 

 
3.3 Research Monitor 

 
The research monitor 

Appointment of an independent research monitor is required for research involving greater than 

for studies involving no more than minimal risk when appropriate.

educational and professional experience to serve as the subject/patient advocate. The Principal 

minimal risk. The monitor must be a provider capable of overseei
protocol. The monitor must be independent of the investigative team and possess sufficient 

Investigator is responsible for provi
Monitor to the IRB in the IRB application. The IRB may require a monitor for a portion of the project or 

has the authority to:

ding the name, contact information and responsibilities of the 

 

ng the progress of the research 

 

o 
o 
o Take any steps to protect the safety and well

Stop a research study in
Remove individuals form the

 progress
 study

 
 

-being of participants until the IRB can assess 
 

3.4 International Research 

the research is conducted outside the United States, and its territories, the investigator must obtain the 

to initiation of the project.

those required by 414 SOP International Research, will be followed. Evidence of permission to conduct 
the research in the host country by certification r local ethics review must be submitted to the IRB pr

When DOD sponsored research involves human subjects who are not U.S. citizens or DOD personnel and 

permission of the host country. The laws, customs,

 

 regulations and practices of the host country and 

ior 

 
3.5 Multi-site Research 

the roles and responsibilities of each party.
When conducting multi-site research, a formal agreement between organizations is required to specify 

 
 

3.6 Studies Involving Department of Defense Personnel 
DoD-affiliated personnel, military and civilian supervisors, officers, and others in the chain of command: 
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• Are prohibited from influencing their subordinates to participate in research involving human 

group setting, the IRB must appoint an independent ombudsperson. The

Surveys performed on DoD personnel must be submitted, reviewed, and approved by the DoD 

or during the consent process for DoD

after the research protocol is reviewed and approved by the

Officers and senior non
participate in the

participants.
Must not be present at the 

May participate in separate human participant research recruitment

For greater than minimal risk resear

 

 research
-commissioned officers 

 

time of recruitment at any human participant recruitment sessions 

ch involving recruitment of DoD

-affiliated

need to have a separate opportunity to 

 personnel. 

 IRB. 
-

 

personnel, when occurs in a 

sessions.

 ombudsperson:

 

 

• 

• 
• 

• 

• 

o 

 

 

Should be available to address DoD

informed consent explain that participation is voluntary, and that the information 

including digitally provided
provided about the research is consistent with the IRB

Must not have a conflict of interest with the research or be a part of the research
Must be present during the HRS recruitment, monitoring that the recruitment and 

 materials.
-affiliated personnel’s concerns about

 
-approved script and materials, 

 participation.

 team.

 

 
o

o
 

In conducting or supporting clinical research, the Secretary of Defense shall ensure that: 
• 

• 

• The Secretary of Defense may waive these requirements regarding women and members of 

Women who are members of the Armed Forces are included as particip
such research;

of such

inclusion, as participants in the project, of women and members of minority groups, 
minority 

respectively:

Members of minority groups who are members of the Armed Forces are included as participants 
 research.

groups with respect to a project of clinical research if the Secretary determines that

 

 and

 

 
ants in each project of 

 the 

o 
o 
o 
o 

designate.

Is appropriate with respect to the health of the

Is inappropriate with respect to the purpose of the research,
Is in

Is inappropriate under such other circumstances as the Secretary of Defense may 

appropriate with respect to the health of the

 

 participants
 participants

 

 or
 

 

 
When research involves U.S. military personnel, limitations on dual compensation: 

• 
• 

• 
for research up to $50 for each blood

of the
a 

research when not 
U.S. military personnel may be compensated for research if the participant is involved in the 
Prohibit an individual from receiving pay of compensation for research during duty

Federal employees while on duty and non

Non
reasonable amount as approved by the IRB according to local prevailing rates and the nature 

-federal persons may be compensated for research participation other than blood draws in 

 research. 

on duty. 

 draw.
-federal persons may be compensated for blood draws 

 

 hours. 

• 

 
The following limitations on dual compensation for U.S. military personnel apply: 
o 

calendar week. This limitation on dual compensation includes temporary, part
intermittent

In individual may not receive pay for more than one position for

 appointments. 

 more than 40 hours of work in one 
-time and 
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o Individuals may be compensated for research if they participate in the research when not on duty. 
 

Surveys performed on DoD personnel must be submitted, reviewed, and approved by the DoD after the 

additional review is required.
research protocol is reviewed and approved by the IRB. When a survey crosses DoD Components, 

 
 

reported to the DoD human research protection officer:
For any DoD-supported investigator, the following shall be promptly (no longer than within 30 days) 

 
• 
• 
• 
• 
• The results of the IRB continuing

that any part of an HRPP is under investigation for cause involving a DoD

Addition of vulnerable populations as
Addition of DoD

A DoD
When the 

When significant changes to the research protocol are approved by the

When a previously enrolled human participant b

When a previously enrolled huma
Change of reviewing

protocol.

learns that a previously enrolled human participant is pregnant, and the protocol was not 
reviewed and approved by the IRB in accordance with Subpart

learns that a previously enrolled human participant is pregnant, and the protocol was not 
reviewed and approved by the IRB in accordance with Subpart

Decreased benefit or increased risk to 

-supported study’s

 

organization is notified by any federal department, agency, or national organization 

-affiliated personnel as

 IRB. 

 closure.

 review.

 

n participant becomes pregnant, or when the investigator 

 participants.
participants in greater than minimal risk

 participants.
 

ecomes incarcerated, or when the investigator 

 
 

 

 

C.

B.

 

 

 IRB.

-supported research 

 
 research. 

• 
• 

• 

• 
• 

 
3.7 Serious or continuing non-compliance 

 
The DOD components may have stricter requirements than the Common Rule requirements for 

compliance, a report will be made to the Department of Defense.

research

For any research sponsored by 

-related injury 

the DOD where there is a report of serious or continuing non
 

- 

 
3.8 Scientific Review 

to the IRB review.

When an IRB at a non
scientific merit of the r
rely on outside experts to provide an evaluation of the scientific merit.

New research and substantive amendments to approved research must undergo scientific review prior 
 

-DoD institution reviews DoD
esearch, including consideration of feasibility of study completion. The IRB may 

-supported research, the IRB must consider the 

 

 

 
3.9 Informed Consent 

then a waiver of consent by the IRB is prohibited unless a waiver is obtained from the Secretary of 

waive the consent process.

If the research subject of a study funded by the DOD meets the definition of “exper

Defense. If the research participant does not meet the definition of “experimental subject,” the IRB may 
 

imental subject,” 
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course of the research.

consent disclosures, consent documents must include:

reviewed by a non
needed for IRB approval and oversight of th
participants during the consent process; and information provided by human participants during the 

For DoD

If the research involves DoD

-supported non
-DoD IRB, the involvement of classified information may be limited to information 

 

-exempt research involving human participants involving classified information 

-affiliated personnel as participants, in addition to

e research; information needed to inform the human 

 
 the basic and required 

 

• 

• 

• A state
A statement that representatives of the DoD are authorized to review research

breach), the informed consent document must inform 
risks and that they should seek command or Component guidance before

privileged access or

If the research involves risks to their fitness of duty (e.g., health, availability to perform job, data 

If applicable, a statement of potential risks for the revocation of clearance, credentials, or other 

ment that the DoD or a DoD organization is funding the
 duty. 

DoD-affiliated personnel about these 

 study. 

 participating.

 records.

 

 • 
 

 
Written materials must document how institutions will care for participants with research

studies that are collabor
injuries, including injuries that are the direct result of activities performed by DoD

ma
military treatment facility, and this eligibility for health care services extends beyond participants’ 
participation in the study to such time after 

For greater than minimal risk research, consent documents must include the disclosure that participants 
y, for the duration of the study, be eligible for health care services for research

ative with a non-DoD institution.

the study has ended.

 

 

-

-

affiliated personnel in 

related injuries at a 

-related 

 
3.10 Provisions for Research-Related Injuries 

related injuries as outlined by the DOD component conducting or supporting the research
requirements for research
For DOD sponsored research, DOD components may have stricter requirements than the Common Rule 

-related injuries. The IRB shall apply the stricter requirements for research
 

- 

 
3.11 Archiving 

 

made accessible for inspection and copying by representatives of the DoD at reasonable times and in a 
reasonable manner as determined by the supporting DoD component.

Research sponsored by the DOD may require submitting records to the DOD for archiving.

Records maintained that document 

Records must be maintained for at least three years.

compliance or noncompliance with DoD requirements and shall be 

 

 

 

 

 
3.12 Prohibition of Research with Prisoners of War 

control of DOD personnel) is prohibited. Refer to the definition of 
of Defense component granting the addendum.

Research involving persons considered prisoners of war (POW) (captured, detained, held under the 

 
“prisoner of war” for the Department 

• This prohibition does not apply to activities covered by investigational new drug or 

treatment of a medical condition in a
investigational device provisions of FDA regulations, when the purpose is for diagnosis or

 patient. 
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• 
when the medical products are subject to FDA regulations, and only when the same product 
Such treatment may be offered to detainees or prisoners of war with their informed

may be available to DoD-affiliated personnel consistent with established medical practices.

 consent 

 
 
 

4. APPLICABLE REGULATIONS AND GUIDELINES 
32 CFR 219
DoD Directive 3216.2
DOD Instructions 3210.7
DOD Instructions 6200.02

 
 

 
 

 
5. REFERENCED DOCUMENTS 
None 

 
6. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

  

AVPRC Report to the VP for Research any inappropriate attempts to influence the IRB 

AVPRC and Director Evaluate on an on-going basis the HRPP program for adherence and 

Who Task 

of IRB’s, IRB members, guarantee the protection of human subjects participating in research. 
IRB Coordinator, and  

Director, Chairpersons Ensure compliance with federal regulations, policy and procedures to 

compliance with federal, state, and local policy and regulations. 

process. 
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Back to Index 
 

1. PURPOSE 
The purpose of this policy is to define the procedures as they apply to human research that is funded by 
the Department of Justice (DOJ). Research supported by the Department of Justice requires compliance 
with additional federal regulations, directives and instructions. 

 
2. SPECIFIC POLICIES 
2.1 Bureau of Prisons  

staff must follow the requirements of 28 CFR 512, including:
For Research conducted within the Bureau of Prisons, the university, IRB, and researchers and research 

 
o 
o The research design must be compatible with both the operation of prison facilities and protection 

The project must not involve medical ex

All research proposals will be reviewed by the Bureau Research Review Board in 

Any researcher who is a non

of human subjects. The researcher must observe the rules of the institution or office in which th

agrees to adhere to the provisions of 28 CFR

research is conducted. 
-employee of the Bureau must sign a statement in which the researcher 

perimentation, cosmetic research, or pharmaceutical

 512. 
addition to the

 testing

 IRB.

e 

 

 

o 

o 
 

 

A Research project conducted within the Bureau of Prisons must have an adequate research design and 
contribute to the advancement of knowledge about corrections.

considered to be research.
Implementation of Bureau programmatic or operational 

 
initiative made through pilot projects is not 

 

 
2.1.1 Research Participation 
o Selection of participants within any one organization must be

offered to non

drinks and snacks to be consumed at the test setting may be
Reasonable accommodations such as nominal monetary recompense for time and effort may be 

Incentives may not be offered to help persuade inmate participants to participate. Howe

-confined research participants who are both: 

 offered.

 equitable

 

 
ver, soft o 

o 

 No longer in Bureau of 
Participating in authorized research being conducted by Bureau employees or

Prisons custody 
 contractors.  

 
2.1.2 Researchers Responsibilities 
o A non

whom the data pertain.

written consent to release the information. For example, research information identifiable to

other j

advance adequate written as

particular individual cannot be admitted as evidence or used for any purpose in any action, suit, or 

research information that identifies a partici

reporting record is provided to the
Except as noted in the consent statement to the participant, the researchers must not provide 

-employee of the Bureau may receive records in a form not individually identifiable when 

udicial, administrative, or legislative proceeding with the written consent of the individual to 
 

surance that the record will be used solely as a statistical research or 
 agency 

pant to any person without that participant’s prior 
 a 

o 

1101-SOP DEPARTMENT OF JUSTICE SUPPORTED RESEARCH 
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o 

o 

o The researcher must assume responsibility for actions of any person engaged to participate in the 

At least 12 working days before any report of findings is to be released, the researcher shall 

that contain non

At least once a year, the researcher shall provide the 

with the computerized research data, not identifiable to individual participants, accompanied by 

collection 

distribute on copy of the report to each of the following along with the

or introduced into, and electronic retrieval

detailed documentation. These arrangements must be negotiated prior to the beginning of the data 

(ORE) but the study is not a joint project involvi

research project as an associate, assistant, or subcontractor to the

report on the progress of the

If the researcher is conducting a study of special interest to the Office of Research and Evaluation 

Except for computerized data records maintained at an official Department of Justice site, records 

phase of the

-disclosable information directly 

 project.

 research.

 

 

 system

ng ORE, the researcher may be asked to provide ORE 

traceable to a specific person may not be stored in, 
 

Chief, Office of Research and Evaluation, with a 
 researcher.

 report of

 

 finding: 

o 

o 

 
 
 The warden of each institution that provided data or

The regional
The chairperson of the Bureau Research Review

 director 
 Board

 assistance

 

 
o 

 

 

The researcher shall expressly disclaim approval or endorsement of the published materials as an 

the researcher shall provide two copies of the material, for informational purposes only, to the 

expression of the policies or views of the

Chief, Office of Research and Evaluation, Central Office, Bureau of

research project.

Prior to submitting for publication the results of a research project

In any publication of results, the researcher shall acknowledge the Bureau’s 
 

 Bureau. 

 

 

Prisons

conducted under this subpart, 

 

participation in the 

o

o

 
Researchers must design their study in a manner that minimizes risk to participants. 

 

following information
experience in the area of study of the proposed research. When submitting an IRB application, the 
For research conducted within the Bureau of Prisons, the researcher must have academic preparation or 

 should be provided: 
o A Summary statement which includes: 

 
 Title of the

Anticipated

likelihoods that the risks and discomforts will actually

Names and current affiliations of the

Purpose of the
Location of the
Methods to be

Indication of risk or discomfort involved as a result of participation and a discussion of the 

Duration of the
Number of participants (staff or inmates) required and amount of time required from

 study

 results

 

 
 
study

 

employed
study

study

 

 

 
 

 

 

 researcher 

 occur 

 each 

 
 
 
 
 
 
 

o A comprehensive statement, which includes: 
 
 
 Significance of anticipated results and their contribution to the advancement of

Specific resources required from the Bureau of

Review of related
Detailed description of the research

Description of steps taken to minimize any

 literature 
 method

 risks

 

 Prisons
 

 
 knowledge 

 
 

o Description of physical or administrative procedures to be followed to: 
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 
 

research has been
Destroy research records or remove 
Ensure the security of any individually identifiable data that are being collected for the

 completed 
individual identifiers form those records when the 

 study 

o 

o 

o A statement regarding assurances and certification required by 28 CFR 46, if

operations

questionnaires, and interview
Relevant research materials such as vitae, endorsements, sample consent st

Description of any anticipated effects of the research study on organizational programs and 
 

 schedules 
 

atements, 

applicable. 
 

2.2 Disclosure 
For research conducted within the Bureau of Prisons required elements of the disclosure include: 
o 
o 
o 

o 

the facility without

Anticipated uses of the results of the
A statement that participation is completely voluntary and that the participant may withdraw 

A statement regarding the confidentiality of the research information and exceptions to any 

A statement that participation in the research project will have no effect on the inmate

will be returned to regular assignment or activity by staff as soon as

guarantees of confidentiality required by federal or state law. For 
guarantee confidentiality when the participant indicates intent to commit future criminal conduct or 

consent and end participation in the project at any time without penalty or prejudice (th

harm himself or herself or someone else, or, if the participant is an inmate, indicates intent to leave 

release or parole eligibility.

Identification of the

 authorization.

 researchers

 

 

 

 research 

example, a researcher may not 

 practicable) 

 participant’s

e inmate 

 o 

 
3. NATIONAL INSTITUTE OF JUSTICE (NIJ) FUNDED RESEARCH 
For research funded by the National Institute of Justice (NIJ): 
o 

o 

o The confidentiality statement on the consent document must state that confidentiality can only be 

the participant signs another consent form to allow child abuse

All researchers and research staff are required to sign employee confidentiality statements, which 

All projects are required to have a privacy certificate approved by the NIJ Human Subjects Protection 

are maintained by the responsibl

Officer

broken if the participant reports
Under a privacy certificate, researchers and research staff do not have to report child abuse unless 

 

 immediate harm to participants or

e researcher. 

 reporting.

 others

 

 
o 

 

collection instruments, surveys, or their relevant research materials.
National Archive of Criminal Justice Data, including copies of the informed consent document, data 
For National Institute of Justice-funded research, a copy of data must be de

 

-identified and sent to the 

 
4. APPLICABLE REGULATIONS AND GUIDELINES 
28 CFR 512 

 
5. REFERENCED DOCUMENTS 
None 
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6. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

  

AVPRC and Director Evaluate on an on-going basis the HRPP program for adherence and 

Who Task 

of IRB’s, IRB members, guarantee the protection of human subjects participating in research. 
IRB Coordinator, and  

Director, Chairpersons Ensure compliance with federal regulations, policy and procedures to 

VPR Report to the VP for Research any inappropriate attempts to influence the IRB 

compliance with federal, state, and local policy and regulations. 

process. 
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Back to Index 
 

1. PURPOSE 
The purpose of this policy is to define the procedures as they apply to human research that is funded by 
the Department of Education (ED). Research supported by the Department of Education requires 
compliance with additional federal regulations, directives and instructions. 

 
2. DEFINITIONS 

 

 

 

 
Access to instructional material used in a research or experimentation program:
All instructional material 

for the student (if over 18) or parent/guardian. PPRA requires that consent be obtained for any surveys 

Schools that receive funding from the US Department of Education are required to comply with FERPA 

Children:

or project must be available for inspection by the parents or guardians of the children engaged in such 

contractors obtain prior written parental consent before minor student

as wel

administration to the student. Investigators are reminded to take these regulations into account with 

any ED

explore or develop new or unproven teaching methods or techniques.

Children are persons enrolled in research not above the elementary 

involving sensitive information and that 

instructional material 

Research or experimentation program

FERPA 
PPRA 

Prior Consent means

planning research involving schools.

research

have not reached the age or majority as determined under state law.

Under FERPA, schools may not release identified student academic information without authorization 

Prior consent of the student, if the student is an adult or emancipated minor: or
Prior written consent of the parent or guardian, if the student is an un

Research or experimentation program or project is any project in any research that is designed to 

–

l as PPRA.

-

–
 

funded survey, analysis, or evaluation.

Protection of Pupil Rights Amendment 
 

 

Family Educational Rights and Privacy Act 

 

 

: 

- - which will be used in connection with any research or experimentation program 
- - including teachers’ manuals, films, tapes, or other supplementar

 

 or project:

such surveys be available for review by parents prior to their 

 

– 34 CFR 98

 

– 34 CFR 49 
 

or secondary education level, who 
 

 

-emancipated minor. Schools and 
s are required to participate in 

 

 
y 

 

 

 
3. SPECIFIC POLICIES 

3.1 FERPA 
An educational agency or institution may disclose personally identifiable information from an 
record of a student without consent if the disclosure is to organizations conducting studies for, or on 
behalf of, educational agencies or instructions to: 

education 

o Develop, validate, or administer predictive test 

1102-SOP DEPARTMENT OF EDUCATION 
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o Administer student aid
Improve instruction 

 programs 
o 

 
A school district or postsecondary institution that uses this exception is required to enter into a written 
agreement with the university or researcher conducting the research that specifies: 

o The determination of the
The purpose, scop
The information to be
That information from educational records may only be used to meet the purposes of the study 

That the study will be conducted in a manner that does not permit personal identification of 

That the univers

The time period during which the university must either destroy or return the

stated in the written agreement and must contain the current requirements in 34 CFR 99.31 
(a)(6) on 

interests.
parents and student by anyone other than representative of the university with legitimate 

no longer needed for the purposes of the

re

 

-disclosure and destruction of

ity is required to destroy or return all personally identifiable information when 

e, and duration of the
 disclosed

 exception

 

 
 study

 

 

information.

study

 

 

 

 information. 

o 
o 
o 

o 

o 

o 
 

information has been removed including:
Education records may be released without consent under FERPA if all personally identifiable 

 
o 

o 

the student’s identity easily traceable; date and place of birth and mother’s maiden

that can be used for automated recognition of an individual, including fingerprints, retina an iris 

would allow a reasonable person in the school community, who does not have personal 

Student’s name and other direct personal identifiers, such as the student’s social

student’ or family’s address, and personal characteristics or other information that would make 

Other information that, alone or in combination, is linked or linkable to a specific student that 

knowledge of the relevant circumstances, to identify the student with reas

number or student number.

patterns, voiceprints, DNA sequence, facial characteristics, and

Indirect identifiers, such as the name o

Biometric records, including one or more measurable biological or behavioral characteristics 

 
f the student’s parent or their family members; the 

 handwriting.

onable

 

 security

 certainty.

 name.

 

 

 

o 

o 

 
3.2 Protection of Pupil Rights Amendment (PPRA) 

which the primary purpose is to reveal information concerning on or more of the following:
psychiatric 

For research funded by the U.S. Department of Education:
No student shall be required, as part of any research project, to submit without prior consent to surveys, 

examination, testing, or treatment, pr psychological examination, testing, or treatment, in 

 

 
o 
o 
o Sex behavior and

Critical appraisals of other individuals with whom the student has close family

physicians, and

receiving financial assistance under a

Illegal, anti

Political affiliations
Mental and psychological problems potentially emba

Legally recognized privileged and analogous relationships, such as those with lawyers, 

Income, other than required by law to determine eligibility fo
Religious practices, affiliations, or beliefs of the student or student’s

-social, self

 ministers

 attitudes

 

-incriminating and demeaning

 

 

 program 

 behavior

rrassing to the student or his or her

 

r participation in a program or for 
 parent 

 relationships

 family

 

 

o 
o 
o 

o 
o 
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4. RESEARCH NOT FUNDED BY THE U.S. DEPARTMENT OF EDUCATION 
The IRB must verify 
schools to develop and adopt policies in conjunction with parents regarding the following:

the school has complied with U.S. Department of Education regulations 
 

requiring 

o

o

o 

 

 

 

The right of parents to inspect, upon request, any instructional material used as part of the 

The right of parents to inspect, upon request, a survey created by a third party before the survey 

Arrangements to protect student privacy in the event of the administration of a survey
students, including the right of parents to inspect, upon request, the survey, if the survey 
contains one or more of the same eight items of information noted

educational curriculum for

is administered or distributed by a school to

Physical examinations or screens that the school may administer to students
 students 

 student. 

 above. 

 

 to 

o
 

5. REQUIREMENTS OF RESEARCHERS 

for the IRB to Use in Verifying That HS Resea
personally identifiable information by completing and complying with the requirements of the “Checklist 
Researchers are required to follow Department of Education requirements for the protections of 

Education Requirements.” 
rch Protocols Are in Compliance with Department of 

 
6. REQUIREMENTS OF THE IRB 

with the welfare of these research participants.

reviews research that purposefully requires inclusion 
mental disabilities as research participants, the IRB must include at least one person primarily concerned 

For research funded by the National Institute on Disability and Rehabilitation Research, when an IRB 

 

of children with disabilities or individuals with 

 
7. APPLICABLE REGULATIONS AND GUIDELINES 

3
32 CFR 219

34 CFR
4 CFR

 
 
49
98

 
 

 
 

8. REFERENCED DOCUMENTS 
None 

 
9. PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

  

AVPRC 

AVPRC and Director Evaluate on an on-going basis the HRPP program for adherence and 
 

Who Task 

of IRB’s, IRB members, guarantee the protection of human subjects participating in research. 
IRB Coordinator, and 

Director, Chairpersons Ensure compliance with federal regulations, policy and procedures to 

compliance with federal, state, and local policy and regulations. 
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