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operations performed, the documented or suspected routes of transmission of the 
infectious agents, and the laboratory function or activity.  Biosafety levels are graded from 
BSL-1 (lowest containment) to BSL-4 (highest containment). 

2.9 BMBL:  Common abbreviation for CDC/NIH publication:  Biosafety in Microbiological 
and Biomedical Laboratories, 6th Edition, June 2020. 

2.10 CDC:  The Department of Health and Humans Services’ Centers for Disease Control and 

http://www.cdc.gov/biosafety/publications/bmbl5/
http://www.cdc.gov/biosafety/publications/bmbl5/






Saint Louis University  
IBC Procedures & PI Responsibilities 

Page 6 of 46 
 

�x Risk Group 3 (RG3) agents are associated with serious or lethal human disease for 
which preventive or therapeutic interventions may be available. 

�x Risk Group 4 (RG4) agents are likely to cause serious lethal human disease for which 
preventive or therapeutic interventions are not usually available. 

Refer to the NIH Guidelines, available at the following WEB site, for additional details:  
NIH Guidelines. 

Risk groups are the result of a classification of microbiological agents based on their 
association with, and resulting severity of, disease in humans. The risk group of an agent 
is one factor considered in association with mode of transmission, procedural protocols, 
experience of staff, and other factors in determining the BSL in which the work will be 
conducted. 

2.30 Security Risk Assessment: A required element of the HHS approval for select agent 
and/or toxin access.  In order to become a registered individual, a person must first 
undergo a Security Risk Assessment (SRA) completed by the FBI, Criminal Justice 
Information Services Division (CJIS).  This process is initiated through Saint Louis 
University's RO and requires that the individual complete form FD-961 and be 
fingerprinted.  Upon completion of the SRA by CJIS, the information is communicated to 
HHS, where the final determination and approval for select and/or toxin access is made. 

2.31 Select Agents and Toxins: Any one of a number of microorganisms or toxins listed by 
CDC at Select Agents and Toxins List. (Click on the hyperlinks for details.)  The term 
“select agent” also includes nucleic acids that can produce infectious forms of any of the 
select agent viruses and recombinant nucleic acids that encode for the functional form(s) 
of any of the select agent toxins.  Anticipated use of any select agents involving 
importation to Saint Louis University, or exportation from Saint Louis University, requires 
registration with the CDC-DRSC (or AgSAS as applicable) in advance, through the 
University’s RO.  Approval from the CDC-DRSC must be received through the RO before 
those activities can commence. 

2.32 Select Agent Regulations:  Regulations defining biological organisms and toxins that are 
of potential use to terrorists, and which must be registered with the CDC prior to 
importation to the University or exportation from the University, and for which there must 
be an established compliance program in place.  These rules are codified at 42 CFR Part 
73 - Select Agents and Toxins.  (Click on hyperlink for details). 

Non-compliance with the Select Agent Regulations can result in loss of NIH funding, as 
well as civil penalties.  IMPORTANT!   See the following WEB link for important 
details that may be applicable to your research: http://www.selectagents.gov/. 

[Note:  Select Agent regulations are also codified specific to Animals and Animal 
Products at 9 CFR Part 121 and specific to Agriculture at 7 CFR Part 331.] 

2.33 Tier 1 Select Agents and Toxins:  A subcategory of select agents and toxins that are 
subject to additional regulatory requirements, including increased security and personnel 
suitability assessments.  Refer to the CDC Select Agents and Toxins list.  Contact the 
Biological Safety Officer (and Responsible Official) for additional information. 
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3.0 IBC MEMBERSHIP  
 
3.1  IBC Membership:  Appointments made to the Institutional Biosafety Committee by the 

Vice President for Research shall include at least five members so selected that they 
collectively have experience and expertise in biohazard control and recombinant or 
synthetic nucleic acid molecule technology and the capability to assess the safety of 
research involving biohazardous agents (inclusive of all select agents), as well as 
recombinant or synthetic nucleic acid molecule research, including human gene transfer 
trials, and to identify any potential risk to public health or the environment.  The 
Committee membership shall include: 
A. Animal Containment Expertise:  At least one individual with expertise in animal 

containment principles. 

B. Assistant or Associate Biological Safety Officer (ABSO):  The ABSO is an individual 
trained and experience in microbiological techniques, and related safety procedures.  
The ABSO is appointed to the IBC as an alternate for the BSO, attends all IBC 
meetings as a non-voting member when the BSO is present.  When the BSO is absent, 
the ABSO is a voting member and serves as Executive Secretary of the IBC.  The 
ABSO also serves as the primary Alternate Responsible Official (ARO) for the CDC 
Select Agent Program. 

C. Biological Safety Officer:  The University’s Biological Safety Officer, who is an 
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other IBC support functions including administrative reviews and administrative 
approvals of simple personnel amendments and annual Continuing Reviews not 
involving substantive protocol changes (e.g., only involving simple personnel updates). 
The IBC Manager serves as a non-voting member of the IBC.  The IBC Manager also 
serves as an Alternate Responsible Official (ARO) for the CDC Select Agent Program. 

H. Plant Expertise:  At least one individual with expertise in plant, plant pathogen, or plant 
containment principles, if research is to be conducted involving recombinant or 
synthetic nucleic acid molecules in plants. 

I. Research Scientists:  There shall be three or more research scientists with expertise in 
recombinant or synthetic nucleic acid molecule technology, biological safety, and 
physical containment in order to ensure the competence necessary to review and 
approve recombinant or synthetic nucleic acid molecule research activities. 

J. Research Technical Staff:  There shall be at least one member representing the 
laboratory technical staff. 

K. Other ad hoc Members/Consultants: Additional individuals knowledgeable in 
institutional commitments and policies, applicable law, standards of professional 
conduct and practice, community attitudes, and the environment will be utilized as 
consultants or ad hoc members of the committee on an as-needed basis. When the 
institution conducts research involving gene drive modified organisms the institution 
must ensure that the IBC has adequate expertise (e.g., specific species containment, 
ecological or environmental risk assessment) using ad hoc consultants if necessary. 

L. Alternate IBC Members:  Alternate members may be appointed for certain IBC 
members who are unable to attend each meeting but for which their particular position 
or area of expertise is important for review and informed IBC approval of eIBC 
protocols.  Alternate members may attend any IBC meeting, but only have voting 
privileges when fulfilling the role of Alternate IBC member for the primary member for 
which they are the appointed alternate member. 

3.2 Chairperson and Vice Chairperson:  The Vice President for Research shall appoint a 
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4.0 IBC MEETINGS  
 

4.1 IBC Meeting Frequency:   

A. Regular Meetings:  In order to facilitate expeditious review of research investigator 
protocol applications, and to conduct other committee business, the IBC shall have 
regularly scheduled meetings, at least monthly. 

B. Ad hoc Meetings:  To enhance expeditious review of research protocol application 
submissions or resubmissions between regularly scheduled meetings, ad hoc meetings 
will be scheduled as practical, taking into consideration IBC membership availability. 

C. Cancellation of Regular Meetings:  In the event there is no committee business to 
discuss, the regularly scheduled IBC meeting may be cancelled prior to the meeting 
without notice to the University community.  Notwithstanding cancellation of a 
regularly scheduled meeting, ad hoc meetings will be scheduled if needed. 

4.2 IBC Meeting Quorum:   A quorum is required to conduct routine committee business.  To 
establish a quorum: 

A. The number of committee members present must equal one more than half of the total 
number of voting members; 

B. The Committee Chairperson or Vice Chairperson must be present; 

C. The BSO (or his/her alternate) or the Director of Environmental Health and Safety must 
be present.   

[Note:  The BSO or ABSO MUST be present if the meeting agenda includes research at 
BSL-3, or large scale (greater than 10 liters).] 

D. At least one community representative must be present.  

E. Three (3) research scientist members.   

F. If research involving animals is to be considered, at least one individual with expertise 
in animal containment principles is required to be present (this requirement may be met 
by one or more of the research scientist members if so qualified).   

G. If research involving recombinant or synthetic nucleic acid molecules in plants is to be 
considered, at least one individual with expertise in plant, plant pathogen, or plant 
containment principles is required to be present.  

H. If research involving gene drive modified organisms is to be considered, the IBC must 
have adequate expertise (e.g., specific species containment, ecological or environmental 
risk assessment) to thoroughly review the research, using one or more of the research 
scientist members if qualified, or ad hoc consultants if necessary. 
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the expectations delineated in the current “United States Policy of Institutional Oversight of 
Life Sciences Dual Use Research of Concern”.  In as much as practical, the IRE meetings 
and discussions will occur separate from the IBC meetings and discussions, though both 
meetings may be held sequentially.  IRE meeting minutes will be recorded separate from 
the IBC meeting minutes.  (See Section 11.0 for details.) 
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6.0  BIOLOGICAL SAFETY OFFICER FUNCTIONS 
 
6.1  Biological Safety Officer:  The Saint Louis University Biological Safety Officer, 

employed in the Environmental Health and Safety office, oversees the management of 
biosafety risks.  The Biological Safety Officer is responsible for and/or oversees: 

A. Inspections:  Periodic inspection to ensure that laboratory biological safety standards 
are rigorously followed. 

B. Reporting:  Reporting to the IBC and the Director of Environmental Health and Safety 
any significant problems, violations of the NIH guidelines, and any significant 
research-related accidents or illnesses of which the Biological Safety Officer becomes 
aware unless the Biological Safety Officer determines that a report has already been 
filed by the PI. 

C. Emergency Plans:C.
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7.0 PRINCIPAL INVESTIGATOR RESPONSIBILITIES & RESOURCES 
 
7.1 Principal Investigator Responsibilities – IBC Research Protocol Application:  The 

cornerstone of the IBC review and approval process relies on the accuracy, thoroughness 
and completeness of the Principal Investigator in completing the IBC research protocol 
application, including the protocol summary portion, and other requested documents.  It is 
expected that the PI will complete the application with the same level of quality, 
completeness, attention to details and diligence (including timely submission) that they 
expect their research deserves.  Doing so will facilitate a more efficient review and 
approval of the PI’s IBC application. The information and procedures which are provided 
below and in Section 8.0 which follows are intended to help guide the PI through an 
understanding of the process and how to be successful at submitting quality and timely 
applications.   

7.2 PI Responsibilities –Limitations on Acquiring New Biological Agents:  A PI may not 
acquire, take possession of, or introduce into any SLU laboratory a new biological agent 
until required IBC approval for use and/or storage of the new biological agent is attained.  
(Refer to Section 2.6 for definition of biological agent.) 

7.3 PI Responsibilities – Commitment to Safe Practices:  Each PI is required to commit to 
general biological safety practices listed in this section as well as in the IBC application, 
including biosafety practices that may be uniquely tailored to their specific research as 
detailed in their approved IBC research protocol application. 

A. Laboratory Signage:  The universal biohazard sign shall be posted by EHS on all 
doors accessing laboratories listed in the application. 

B. Work Surfaces Decontamination:  All work surfaces on which the biological agents 
are used, or which could possibly have become contaminated by the agent, shall be 
cleaned thoroughly, immediately after use and at the end of each day, with a 
disinfectant known to be effective against the biological agent or toxin. 

C. Personal Protective Equipment (PPE):   

(1) Wearing of PPE:  Personal protective equipment prescribed by the Principal 
Investigator must be worn by anyone handling or working with the approved 
biological agent(s). 

(2) Laundering of Reusable PPE:  At no time shall protective clothing that has been 
used in the laboratory or contaminated street clothing be removed from a laboratory 
to be laundered in a private home.  Reusable clothing that becomes contaminated 
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approved IBC research protocol applications and in Select Agent and Toxin security 
plans if applicable. 

L. Training:  The PI shall assure that the PI and his/her laboratory staff remain current 
and up-to
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D. Environmental Health and Safety (EHS) Staff: 

(1) IBC Manager:  The IBC Manager is available to answer questions and guide the PI 
through the application process.  The IBC Manager can be emailed directly at:  
eIBC@slu.edu. 

(2) Biological Safety Officer (BSO):  The BSO contact information is available on the 
EHS website staff directory.   

(3) Assistant 

https://www.slu.edu/research/faculty-resources/research-integpBor818]8v0 1804 1100sh/fac64titutional-bio00sh/f-commUtenta5i81g
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8.0 PRINCIPAL INVESTIGATOR PROCEDURES – IBC APPLICATION 
 
8.1 Grant Applications or Contracts Requiring Prior IBC Notification or Approval 

Before Submitting to Granting Agency: 

A. Select Agents and Toxins – Prior Notification of the BSO/RO Required:  Any grant 
application or contract involving select agents or toxins requires prior notification to the 
Biological Safety Officer (also designated as the Responsible Official) of the intent of 
the principal investigator to submit a protocol for use of that biological agent in 
research.  (See Section 10.0 of these procedures for further details.) 

B. Dual Use Research of Concern (DURC) – Prior Approval of IBC (IRE) Required:   

(1) Any grant application or contract that involves potential life sciences dual use 
research of concern (DURC) requires prior submission of an IBC Research Protocol 
Application to the IBC (IRE) and full approval by the IBC (IRE) before submission 
of the grant application or contract to the funding agency. (See Section 11.0 of these 
procedures for further details.) 

(2) The BSO (also appointed as the Institutional Contact for Dual use Research 
(ICDUR)) must be consulted early in the process to facilitate expedient IBC (IRE) 
review of the IBC application involving DURC. 

(3) Only the BSO, also designated as the ICDUR, may provide the DURC compliance 
certification required for applications to funding agencies.  (See Section 11.4. J. of 
these procedures for additional details.) 

8.2 Electronic IBC (eIBC) Research Protocol Application:  Effective April 1, 2016, only 
eIBC research protocol applications are accepted (Link: https://eibc.slu.edu ).  Please 
contact the IBC Manager (eibc@slu.edu) for instructions for logging in to eIBC, creating 
an eIBC protocol, and other information 

 
8.3 Types of IBC Research Protocol Application Submissions:  It is the PI’s responsibility 

to assure that the appropriate application is timely submitted, in accordance with 
established timelines, and that none of the research for which IBC approval is required is 
initiated until final IBC approval is received.  It is also the PI’s responsibility to assure that 
their approved IBC research protocol applications do not expire before they submit their 
renewal application and it is approved by the IBC. 

A. New IBC Research Protocol Application:  IBC Research Protocol Applications by 
new faculty, or for new projects by existing faculty, must be submitted using the 
electronic IBC Research Protocol Application.  In accordance with procedures 
elsewhere in this policy, the research may not be initiated until full approval is received 
from the IBC.  Full approval is valid for 5 years from the approval date and expires at 
the end of 5 years unless an IBC research protocol renewal application is submitted and 
approved prior to the expiration date.  

(1) Timeline for Submission:  New IBC research protocol applications must be 
submitted at least 3 weeks prior to the next regularly scheduled IBC meeting in 
order to be consid

https://eibc.slu.edu/
mailto:eibc@slu.edu
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7.0 of these procedures.  Consideration of a new IBC research protocol application 
at an IBC meeting is not a guarantee of approval at that IBC meeting.  Research 
shall not be conducted until full IBC approval is received. 

(2) Full IBC Approval:  New IBC research protocol applications require full IBC 
review in order to be approved.  

B. Amendment to Approved IBC Research Protocol Application:  Requests to amend 
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(a) Add a new risk group 1 agent or additional risk group 2 specific strain to an 
already approved biological agent category (e.g., adding a new H3N2 risk group 
2 influenza strain to an IBC protocol with other  H3N2 strains already listed and 
approved) provided that no new procedures are added. 

(b) Adding a new disinfectant and/or disinfection process provided that 
documentation of efficacy against the specific agent(s) is submitted. 

(c) Making minor changes to previously approved research with biological agents 
and recombinant or synthetic nucleic acids which do not pose increased risks. 

(d) Receiving a new biological agent for storage only. 

Amendments granted interim approval by the BSO will be reviewed and approved 
by the IBC at the next scheduled meeting. 

(5) Full IBC Approval – All Other IBC Research Protocol Amendments:  All other 
amendments to existing approved IBC research protocol applications, including 
those listed below, require full IBC review and approval before the research may 
commence. 

(a) Add research involving additional recombinant or synthetic nucleic acid 
molecules, or other biological agents or toxins (other than those specified above 
under “(4) Interim Approval by the Biological Safety Officer”. 

(b) Add/delete the use of human subjects in conjunction with recombinant or 
synthetic nucleic acid molecules or biohazardous agents. 

(c) Add use of CDC select agents and/or toxins, including DURC. 

(d) Add use of animals. 

(e) Add use of radioactive materials. 

(f) Add use of chemo-therapy agents. 

C. Renewal IBC Research Protocol Application:  Approved IBC research protocol 
applications will be valid for a period of 5 years from the date of approval without 
requiring renewal. Renewal IBC research protocol applications require submission of 
the full electronic IBC Research Protocol Application, inclusive of updates made 
through past amendments and any other new information.  Tools are available in eIBC 
to facilitate the renewal application.  Each renewal application shall also include a 
statement certifying that the PI’s cold storage units have been inspected and reviewed 
within the past year, that inventory records are accurate, that any containers with 
unidentified contents were promptly evaluated, and their disposition determined.  (See 
Section 7.3 I. (3) above.) 

(1) Timeline for Submission:  Renewal IBC research protocol applications should be 
submitted at least 90 days prior to the 5 year expiration date of the original IBC 
approval of the original new application or previous renewal application.  IBC 
research protocol renewal applications received under 90 days in advance of the 
expiration date are at increased risk of not being approved before the expiration 
date.  Previously approved research shall not be conducted under an expired 





Saint Louis University  
IBC Procedures & PI Responsibilities 

Page 22 of 46 
 

Guidelines, can be filed with the IBC simultaneous with beginning that work by submitting 
a “Work with Non-Hazardous Biological Materials IBC Registration”.  Submission of this 
registration document via email to eIBC@slu.edu permits faculty or staff to immediately 
begin work with the biological materials after the Biological Safety Officer provides 
documented approval of the registration.  The registration document is presented to the IBC 
during the next regularly scheduled IBC meeting. 

 
8.5 Principal Investigator Review Guidance:  Prior to undertaking research with a biological 

agent (as defined in Section 2.5) the investigator must evaluate the hazards of the agent(s) 
that will be used.  Specific categories and guidance documents are listed below. 

A. Determining Risk Group Assignment of Biological Agents:  In evaluating the 
hazards of the biological agents, the PI must determine the risk group assignment of 
each biological agent.  See Section 2.0 Definitions, paragraph 2.28.  A useful reference 
is the American Biological Safety Association (ABSA) Risk Group Database:  
https://my.absa.org/tiki-index.php?page=Riskgroups. 

B. 

mailto:eIBC@slu.edu
https://my.absa.org/tiki-index.php?page=Riskgroups
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See Section 11 for details on completing IBC applications involving DURC. 
 
8.6 Risk Groups:  The PI must identify the Risk Group (RG 1, 2 or 3) of each biological agent 

in the IBC Research Protocol Application.  Risk groups are the result of a classification of 
microbiological agents based on their association with, and resulting severity of, disease in 
humans. The risk group of an agent is one factor considered in association with mode of 
transmission, procedural protocols, experience of staff, and other factors in determining the 
BSL in which the work will be conducted.  Refer to Section 2.0 Definitions for details. 

8.7 Containment Levels:  The PI must specify the proposed containment level (BSL-1, 2 or 3) 
of each biological agent in the IBC Research Protocol Application. 

A. BSL-1 or BSL-2 Containment:  Experiments requiring BSL-1 or BSL-2 containment 
will be expected to be carried out only in laboratories in which the requirements for the 
respective level of containment are carefully observed.   Refer to the BMBL for further 
details at: Biosafety in Microbiological and Biomedical Laboratories 

B. BSL-3 Containment:  Organisms requiring BSL-3 containment will be approved for 
use at Saint Louis University only in facilities that have the IBC’s approval as meeting 
BSL-3 standards.  Refer to the BMBL for further details at Biosafety in 
Microbiological and Biomedical Laboratories 

C. BSL-4 Containment:  Organisms classified as requiring CDC Biosafety Level 4 (BSL-
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B. PIs Using or Contemplating Use of Select Agents and/or Toxins: 
(1) Saint Louis University Select Agent & Toxins Security Plan:  Please contact 

the Biological Safety Officer and Responsible Official for the Select Agent 
Program to obtain an up-to-date copy of the Saint Louis University Select Agent 
& Toxins Security Plan.  Refer to the Saint Louis University Select Agent & 
Toxin Security Plan for details. 

(2) BMBL:  
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internationally). 

(4) Export of Biological Agents Internationally: The export of a biological agent 
internationally may require a license or permit from the Department of Commerce 
and registration with the CDC. 

B. Importation of Biological Agents from a Foreign Country:   Prior to initiating 
importation of a biological agent from any foreign country, the PI must notify the BSO 
well in advance of the need to receive the agent.  In order to legally import many 
biological agents, compliance with the following may be required: 

(1) An import permit issued by the Director of the CDC must be obtained by the 
importer. 

(2) The importer (PI) is legally responsible for assuring that the foreign personnel 
package, label, and ship the infectious materials in accordance with the following 
federal regulations: 

(a) U.S. Public Health Service regulations (42 CFR Part 72 – Interstate Shipment 
of Etiologic Agents) 

(b) U.S. Department of Transportation (DOT) regulations (DOT 49 CFR Part 173 
– Transportation of Etiologic Agents) 

(c) International Air Transport Association (IATA) Dangerous Goods 
Regulations.   

(3) A United States Department of Agriculture (USDA) permit and/or a United States 
Department of Fish and Wildlife Service (USFWS) permit may be required. 

(4) If transported in a private vehicle, the “SLU Quick Reference: MOT Exception 
for Transporting Category B Biological Agents” document should be referenced, 
attached and followed. 

C. Distribution of Imported Biological Agents within the United States:   

(1) Four Week Notice:  The BSO shall be contacted by the PI at least four weeks in 
advance of the anticipated need to ship a biological agent internationally or to 
distribute an imported biological agent domestically. 

(2) Distribution Permits:  The distribution of an imported biological agent within 
the United States may require a permit issued by the CDC Director and 
registration with the CDC and/or APHIS. 

D. Receipt:  Prior to initiating an action resulting in receipt of a biological agent from any 
external or internal supplier (i.e., includes other Saint Louis University faculty, staff or 
students) approval of the IBC is required, as delineated below: 

(1) If IBC approval is required prior to working with the biological agent, and such 
approval has not been obtained. 

(2) If IBC approval has already been granted to work with the biological agent, further 
approval of the IBC is not required; however if the agent is being obtained from a 
foreign supplier, the requirements delineated in Section 8.10.B. and/or Section 



https://www.slu.edu/research/faculty-resources/research-integrity-safety/documents/biosafety-lab-specific-training-outline.pdf
https://www.slu.edu/research/faculty-resources/research-integrity-safety/documents/biosafety-lab-specific-training-outline.pdf
https://www.slu.edu/research/faculty-resources/research-integrity-safety/environmental-health-safety/training.php
https://www.slu.edu/research/faculty-resources/research-integrity-safety/environmental-health-safety/training.php
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verify 
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being met.  

B. A subset of IBC Protocols will be evaluated using Post Approval Monitoring visits 
during which the Biological Safety Officer and/or other Environmental Health and 
Safety staff will meet with the PI to determine compliance with the targeted IBC 
Protocol. Areas of non-compliance (i.e., deficiencies) identified during these 
inspections must immediately be addressed by the PI.  Failure to address items of non-
compliance in a timely manner may result in suspension of the IBC Protocol.  

mailto:eibc@slu.edu
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9.0  RECOMBINANT OR SYTHETIC NUCLEIC ACID MOLECULE RESEARCH 
 
9.1  Research Involving Recombinant or Synthetic Nucleic Acid Molecules Requiring IBC 

Review:  Types of recombinant DNA experiments that require approval by the IBC prior to 
initiation include, but are not necessarily limited to, the following: 

A. E
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Group 2, Risk Group 3, Risk Group 4, Restricted Agents (as listed in the NIH 
Guidelines or the BMBL) or Select Agents is cloned into nonpathogenic prokaryotic or 
lower eukaryotic host-vector systems require IBC approval before initiating the 
experiments.  (See NIH Guidelines, Section III-D-2.) 

F. Experiments Involving the Use of Infectious DNA or RNA Viruses Or Defective 
DNA or RNA Viruses in the Presence Of Helper Virus in Tissue Culture Systems:  
Experiments involving the use of infectious DNA or RNA viruses or defective DNA or 
RNA viruses in the presence of helper virus in tissue culture systems require IBC 
approval before initiating the experiments.  (See NIH Guidelines, Section III-D-3.) 

G. Experiments Involving Whole Animals:   

(1) Experiments involving whole animals in which the animal’s genome has been 
altered by stable introduction of recombinant or synthetic nucleic acid molecules, or 
nucleic acids derived therefrom, into the germ-line (transgenic animals) and 
experiments involving viable recombinant or synthetic nucleic acid molecule-
modified microorganisms tested on whole animals require IBC approval before 
initiating the experiments.  (See NIH Guidelines, Section III-D-4.) 

(2) Experiments Involving Transgenic Rodents at BSL-1 Containment:  Experiments 
involving the generation of rodents in which the animal’s genome has been altered 
by stable introduction of recombinant or synthetic nucleic acid molecules, or 
nucleic acids derived therefrom, into the germ-line (transgenic rodents), whether 
ABSL-1, ABSL-2, or ABSL-3 containment, require IBC approval before initiating 
the experiments.   

 (SLU Note:  NIH Guidelines require notice simultaneous with initiation of the 
experiment and permits IBC review and approval after initiation of the experiment 
in the case of such experiments that require only A
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Guidelines), it is not exempt.  (Reference:  NIH Guidelines, Section III-F-1.) 

B. Those recombinant or synthetic nucleic acids that are not in organisms, cells, or viruses 
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10.0  SELECT AGENTS AND TOXINS USE IN RESEARCH 
 
10.1  Select Agent Registration & Access:  PIs Contemplating Use of select agents and/or 

toxins or already approved to use select agents and/or toxins in research must follow the 
procedures below.  Certain security requirements required by CDC for use of Tier 1 select 
agents are embedded below and in the Saint Louis University “Select Agent & Toxins 
Security Plan”, and unless otherwise noted, are applicable for use of any select agents and 
toxins at Saint Louis University. 

A. 
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within any of the categories described in 18 U.S.C. 175b, i.e. the individual is a 
“Restricted Person”. 

(b) An individual’s access will be denied, limited, or revoked if: 

i. The individual is reasonably suspected by any Federal law enforcement or 
intelligence agency of committing a crime specified in 18 U.S.C. 
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A. Key Required Elements of the Select Agent and Toxins Security Plan: 

(1) Procedures for physical security, inventory control, and information systems 
control. 

(2) Provision for the control of access to select agents and toxins including the 
safeguarding of animals (including arthropods) or plants intentionally or 
accidentally exposed to or infected with a select agent, against unauthorized 
access, theft, loss or release. 

(3) Provisions for routine cleaning, maintenance, and repairs. 

(4) Procedures for removing unauthorized or suspicious persons. 

(5) Procedures for addressing loss or compromise of keys, passwords, combinations, 
etc. and protocols for changing access numbers or locks following staff changes. 

(6) Procedures for reporting unauthorized or suspicious persons or activities, loss or 
theft of select agents or toxins, or alteration of inventory records. 

(7) Provisions for ensuring that all individuals with access approval from the HHS 
Secretary or Administrator understand and comply with the security procedures. 

(8) Procedures for how the Responsible official will be informed of suspicious activity 
that may be criminal in nature and related to the entity, its personnel, or its select 
agents or toxins; and procedures for how the University will notify the appropriate 
Federal, State or local law enforcement agencies of such activity. 

(9) Provisions for information security.  (See Section 10.3 below for details). 

(10) Provisions and policies for shipping, receiving, and storage of select agents and 
toxins, including documented procedures for receiving, monitoring and shipping of 
all select agents and toxins.  These provisions must provide that the University will 
properly secure containers on site and have a written contingency plan for 
unexpected shipments. 

B. Saint Louis University Select Agent & Toxins Security Plan:  For security reasons, 
the Saint Louis University Select Agent & Toxins Security Plan has limited distribution 
and is available only through the Biological Safety Officer and Responsible Official on 
a need-to-know basis.  The PI should contact the Biological Safety Officer and 
Responsible Official if they have a need to obtain an up-to-date copy of the Saint Louis 
University Select Agent & Toxins Security Plan.  The security plan may be shared by 
the PI with the PI’s staff on a limited need-to-know basis.  Under no circumstances 
should the plan be shared outside of the University. 

C. BMBL:  In addition, Appendix F to the BMBL provides security recommendations 
specific to select agents.   For further details, refer to Section VI of the BMBL, 
available at the following link:   Biosafety in Microbiological and Biomedical 
Laboratories. 

10.3 Information Security:  All information pertinent to select agents and toxins and DURC 
inventory, access and 
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Select Agent & Toxins Security Plan. 

A. Key Elements of Information Security 

(1) Provisions that ensure that all external connections to systems which manage 
security for the registered space are isolated or have controls that permit only 
authorized and authenticated users. 

(2) Provisions that ensure that authorized and authenticated users are only granted 
access to select agent and toxin related information, files, equipment (e.g., servers 
or mass storage devices) and applications as necessary to fulfill their roles and 
responsibilities, and that access is modified when the user’s roles or responsibilities 
change or when their access to select agents and toxins is suspended or revoked. 

(3) Controls that are designed to prevent malicious code (such as, but not limited to, 
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facility biosafety plan must be conducted at least annually.  The facility biosafety plan must 
be reviewed and revised as necessary at least annually, and after any drill or exercise and 
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11.0  DUAL USE RESEARCH OF CONCERN (DURC) 
 
11.1 Dual Use Research of Concern – Scope of Research Requiring Oversight:  Consistent 

with the United States Government Policy for Institutional Oversight of Life Sciences Dual 
Use Research of Concern, research that uses one or more of the agents or toxins listed 
Section 11.1 A. below, and produces, aims to produce, or can be reasonably anticipated to 
produce one or more of the effects listed in Section 11.1.B. below, must be evaluated for 
DURC potential. 

A. DURC Agents and Toxins: 

(1)Avian influenza virus (highly pathogenic) 
(2)Bacillus anthracis 
(3)Botulinum neurotoxin  

Note:  For the purposes of the DURC policy and procedures, there are no exempt 
quantities of botulinum neurotoxin.  Research involving any quantity of 
botulinum neurotoxin should be evaluated for DURC potential. 
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11.2 Responsibilities of Principal Investigators Regarding DURC: 

A. PIs Must Notify the IBC through the Biological Safety Officer:  PI must notify the 
IBC, which also serves as the Institutional Review Entity (IRE), by contacting the 
Biological Safety Officer as soon as DURC potential is recognized.  This includes the 
following: 

(1) The PI’s research involves one or more of the agents or toxins listed in Section 
11.1.A. above. 

(2) The PI’s research with one or more of the agents listed in Section 11.1.A. also 
produces, aims to produce, or can be reasonably anticipated to produce one of more 
the seven DURC effects listed in Section 11.1.B. above, or 

(3) The PI’s research that is within the scope of Section 11.1 above may meet the 
definition of DURC. 

B. IBC Notification Requires PI Assessment:  The PI’s IBC notification must include 
the PI’s assessment of whether any research involving these agents or toxins produces, 
aims to produce, or is reasonably anticipated to produce one or more of the effects 
listed in Section 11.1. B. above. 

C. PI Required Commitments: 

(1) Work with the IBC:  Work with the IBC (IRE) to assess the dual use risks and 
benefits of the DURC and to develop risk mitigation measures.  

(2) Risk Mitigation Plan:  Conduct DURC in accordance with the provisions in the 
risk mitigation plan.  

(3) Know and Comply with All Policies and Procedures:  Be knowledgeable about 
and comply with all institutional and U.S. Government policies and requirements 
for oversight of DURC. 

(4) Training:  Ensure that laboratory personnel (i.e., those under the supervision of 
laboratory leadership, including graduate students, postdoctoral fellows, research 
technicians, laboratory staff, and visiting scientists) conducting life sciences 
research with one or more of the agents listed in Section 11.1 above have received 
education and training on DURC. 

(5) Communicate DURC in a Responsible Manner:  Communication of research and 
research findings is an essential activity for all researchers, and occurs throughout 
the research process, not only at the point of publication.  Researchers planning to 
communicate DURC should do so in compliance with the approved risk mitigation 
plan. 

See References 13.8 and 13.9  
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U.S. Government Policy for Institutional DURC Oversight.  This includes but is not limited 
to the following: 

A. IBC (IRE) Membership:   

(1) Number of Members:  Consistent with the IBC policy and procedures, as well as 
the U.S. Government Policy for Institutional DURC Oversight, when functioning as 
the IRE, the IBC is composed of at least five members 

(2) IBC (IRE) Breadth of Experience: The IBC (IRE) includes persons with 
sufficient breadth of expertise to assess the dual use of potential of the range of 
relevant life sciences research conducted at Saint Louis University. 

(3) IBC (IRE) Expertise on Relevant U.S. Government Policies, Risk Assessment, 
Risk Management, Biosafety and Biosecurity:  The IBC (IRE) includes persons 
with knowledge of relevant U.S. Government policies and understanding of risk 
assessment and risk management considerations, including biosafety and 
biosecurity.  To this extent, the IBC (IRE) may also include, or have available as 
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12.0  NON-COMPLIANCE AND SANCTIONS 
 
12.1 Impact of Violations:  Failure to timely summit IBC Research Protocol Applications and 

to receive IBC approval of these applications before initiating research with a hazardous 
biological agent, or failure to register certain types of experiments utilizing recombinant 
organisms, can have far-reaching effects, including citation of the University and the PI for 
possible violations of Federal Code and/or denial of federal funds for research to the PI or 
the University.   

12.2 Reporting of Violations:   Non-compliance with the Policy on Institutional Biosafety 
Committee and the companion Procedures for Institutional Biosafety Committee (IBC) 
Compliance, including IBC Procedures for timely submission of IBC Research Protocol 
Applications, amendments, failure to complete required training, and other violations of 
IBC policy or IBC procedures must be reported to the Saint Louis University Biological 
Safety Officer, the Institutional Biosafety Committee, the Environmental Health and Safety 
office, or the Vice President for Research.  

12.3 Sanctions:  Gross or repeated violations of the IBC policy and/or IBC procedures may 
result in disciplinary actions.  Disciplinary actions for non-compliance can result in 
suspension or termination of research by the BSO, IBC or the Vice President for Research, 
including withholding of funding, a report of suspected misconduct, and/or a reporting to 
the applicable government regulatory and/or funding agencies.  Refer to the Institutional 
Biosafety Committee (IBC) Policy for additional details. 
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13.0  REFERENCES 
 
 13.1 Saint Louis University Institutional Biosafety Committee (IBC) Policy dated February 

7, 2024.  It can be downloaded at this link:  IBC Policy. 

 13.2 Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules 
(NIH Guidelines) dated April 2024.  A copy of this document can be downloaded at the 
following link:  https://osp.od.nih.gov/wp-content/uploads/NIH_Guidelines.pdf  

 13.3 Saint Louis University Exposure Control Plan for Bloodborne Pathogens.  A copy of 
this document should be available in any laboratory in which work with pathogenic 
organisms is performed or used.  It can be downloaded at the following link: 
https://www.slu.edu/research/faculty-resources/research-integrity-safety/environmental-
health-safety/documents/exposure-control-plan.pdf A hardcopy may be requested from the 
Saint Louis University Environmental Health and Safety office. 

 13.4 Biosafety in Microbiological and Biomedical Laboratories (BMBL), 6th Edition, June 
2020.   A copy of this document, jointly produced by the CDC and NIH, is available to PIs 
contemplating work with pathogenic organisms.  It can be downloaded at the following 
link:  https://www.cdc.gov/labs/pdf/SF__19_308133-A_BMBL6_00-BOOK-WEB-final-
3.pdf  

 13.5  Code of Federal Regulations (CFR), Title 42:  Public Health, Part 73 – Select Agents 
and Toxins.  Available at the following link:  42 CFR Part 73 

 13.6 Code of Federal Regulations (CFR), Title 9:  Animals and Animal Products, Part 121 – 
Possession, Use, and Transfer of Select Agents and Toxins.  Available at the following 
link:  https://www.ecfr.gov/current/title-9/part-121  

 13.7 Code of Federal Regulations (CFR), Title 7:  Agriculture, Part 331 – Possession, Use, 
and Transfer of Select Agents and Toxins.  Available at the following link:  7 CFR Part 
331 

 13.8 United States Government Policy for Institutional Oversight of Life Sciences Dual Use 
Research of Concern (Release Date:  September 24, 2014; Effective Date:  September 24, 
2015).   Available at following link:  
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APPROVAL SIGNATURES 
 
These “Institutional Biosafety Committee (IBC) Procedures and Principal Investigator (PI) 
Responsibilities” have been approved by: 
 
         (Signed Copy on file)                        Date:       May 28, 2024          
Kenneth A. Olliff  
Vice President for Research  
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December 1, 1996 1.0 New Document 
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April 7, 2016  3.0 Revision 
February 28, 2024 4.0 Revision 
May 22, 2024 4.1 Minor Revision 
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