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1. INTRODUCTION

These biosafety policies of the Kansas City Univgi@he “University”) regulate the use of
recombinant DNA molecules and other biohazardousemads in both the research and
teaching laboratories of the University. The aimtleese policies is to ensure that such
regulated materials are used safely and in comg@iavith theNational Institutes of Health
Guidelines for Research Involving Recombinant DNA Molecules (NIH Guidelines) at
https://osp.od.nih.gov/wp-content/uploads/NIH_Gliides.pdf (See Appendix H of this
Policy) and the NIH and Center for Disease Corgr¢CDC),Biosafety in Microbiological
and Biomedical Laboratories, Edition 6 (Biosafety Manual)
https://www.cdc.gov/labs/pdf/SFE__19 308133-A BMBD6-BOOK-WEB-final-3.pdf (See
Appendix G of this Policy). These policies are ilage to protect students, faculty, staff,
the public, and the environment from exposure, i@sdlting consequences, to recombinant
DNA molecules and biohazardous material the Unityetsses during research and teaching.
The primary and overriding goal is safety, with thecillary aim of doing so without
unnecessarily hindering research and teachingitesiv

1.1 Definitions

A. Biohazardous Materials Any microorganism, or infectious substance, oy an
naturally occurring, bioengineered, or synthesizzmmponent of any such
microorganism or infectious substance, capableaasing: 1) death, disease, or
other biological malfunction in a human, an aninalplant, or another living
organism; 2) deterioration of food, water, equiptmesupplies, or material of
any kind; or 3) harmful alteration of the environmheThese include, but are
not limited to: Certain bacteria, fungi, virusesickettsia, protozoa,
parasites;recombinant products; toxins of biolabarigin; allergens;
cultured human or animal cells and the potentiaifectious agents these cells
may contain; viroids and prions; other infectiogemts as outlined in applicable
laws, regulations and guidelines.

Examples include all materials containing re combmhaDNA; transgenic
animals or plants; human, animal or plant pathogbiwmdogical toxins (such as
tetanus toxin); human blood and certain human Wadgs; select agents; high
consequence livestock pathogens and toxins; anémamprimate cell cultures.

B.Biosafety Manual: NIH and Center for Disease Control's (CD®)psafety
in Microbiological and Biomedical Laboratories, Edition 6. (Also See
Appendix G of this Policyhttps://www.cdc.gov/labs/pdf/SE__19 308133-
A BMBL6_00-BOOK-WEB-final-3.pdf.

C. Infectious Agent(s): Human, animal, and plant pathogens (bacteria,
parasites, fungi, viruses, prions.
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D. NIH Guiddines: National Institutes of Health Guidelines for Research
Involving Recombinant DNA Molecules (2019) (See Appendix H of this Policy)
https://osp.od.nih.gov/wp-content/uploads/NIH Glirks. pdf

E.Non-Biohazardous Materials:Biological materials not usually infectious.
Examples are non-pathogenic microorganisms, sub-véigents, viruses,
biomaterial unlikely to contain infectious agenégxempt recombinant DNA
molecules under thBlIH Guidelines, environmental samples unlikely to have
infectious agents, and biologically-derived nonitaxolecules.

F. Principal Investigator: Encompasses both lead investigator of researcleqiroj
and instructors/course supervisors in teaching labs

G. Recombinant DNA:

(i) Molecules that a) are constructed by joining necdid molecules and b)
that can replicate in a living cell, i.e., recondmh nucleic acids;

(i) nucleic acid molecules that are chemicallybgrother means synthesized
or amplified, including those that are chemicallyatherwise modified
but can base pair with naturally occurring nucla@d molecules, i.e.,
synthetic nucleic acids, or

(iif) molecules that result from the replication thibse described in (i) or (ii)
above (NIH Guidelines, 2019).
Recombinant DNA molecules are considered biohazerdmless exempt from
the NIH Guidelines. Examples are recombinant DNA formed by transfedrag
resistant trait to microorganisms that do not agjthe trait naturally; designed
for use in human gene transfer; contains geneshferbiosynthesis of toxic
molecules lethal for vertebrates at a median letlogske (LD50) of less than 100
ng/kg body weight; is designed for generating tgaméc plants or animals; or
contains infectious DNA or RNA viruses or defectBA or RNA viruses in the
presence of helper virus.

H. **Note: The terms "research” and/or "research activitisstised in this policy
also encompass teaching and/or teaching actiatiése University. Likewise,
the terms "principal investigator(s)" and/or (Pl(sg¢ncompasses, when
applicable, instructor(s) for a teaching laboratoryteaching activity involving
research.

1.2 Abbreviations

A. APHIS: Animal and Plant Health Inspection Service

B. BSC: Biological Safety Cabinet

C. BSL: Biosafety Level

D. BSO: Biological Safety/Biosafety Officer

E. CDC: Centers for Disease Control and Prevention

F. DOT: Department of Transportation

G. HHS: United States Department of Health and Human Sesvic
H. IBC: Institutional Biosafety Committee
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10:
NIH:
OSP:

. Pl:
rDNA:

OZZrx&=—

P. EVPR:
Q.ORC:

ORSP:

. USDA:

Institutional Official (the EVPR)

National Institutes of Health

Office of Science Policy

Office of Research and Sponsored Programs
Principal Investigator

Recombinant DNA

United States Department of Agriculture

Executive Vice President for Research (also the 10)
Office of Research Compliance

1.3 Materials and Activities Covered

All work with recombinant DNA, whether classifieds aexempt or non-exempt
according to theNIH Guidelines and work with any biohazardous materials (See
Section 1.1(A) of this Policy). Any research invalgy recombinant DNA molecules
(See Section 1.1(G) of this Policy) must be regestewith the University’s IBC,
regardless of whether such research is exempt iNitleGuidelines (See Section 13
of this Policy for IBC Procedures). BSL-3 & 4 research is not currently
allowed at the University.

1.4 Roles and Responsibilities

Effective implementation of the University BiosafdProgram requires the effective
cooperation of several individuals and groups withthe campus community.
Individuals falling under these policies may falta more than one category.

1.4.1Principal Investigators

The Pl is vested with the primary responsibility émsuring safe performance of
research activities within a research or teachiah bn the University's
campus For teaching laboratories that are associated withrses, the
designated instructor/lab supervisor shall haveddme responsibilities as the

Pl.

The PI'sminimal responsibilities are the following:

A.

B.

Reading and being knowledgeable of this poliayd ahe
procedures and guidelines contained within.

Being familiar with principles and proceduregpgapriate for the safe
use of the specific recombinant DNA molecules amshdrzardous
materials used in his or her research and follolgipglying those
principles and procedures.

Conducting a risk assessment and determining aberopriate
biosafety level(s) for the materials to be useHdigor her lab.

Using risk assessment to determine lab procedutestainment
equipment, personal protective equipment, and ifiesil that are
suitable for the biosafety level(s).
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E. Making sure lab facilities are maintained, equamt is in safe working
condition, and biohazard-warning signs are postéerev appropriate,
including lab entrances, and freezers, refrigesataand any other
containers holding recombinant DNA molecules oreothiohazardous
materials. Ensuring that animal rooms involvingombinant DNA-
modified organisms used with animals have postimgshe associated
risks. For details on signage requirements, seeo&xpe Control Plan
Section 6 (See Appendix C of this Policy), Hazaahhunication Plan,
and NIH Guidelines Appendices L-II-B-1-f, L-1i-C41-L-II-D-1-f, L-II-
D-1-f, M-1I-B-1-c, M-1I-C-1-c, and M-II-D-1-c.

F. Determining the minimum Personal Protective Bment for lab staff and
ensuring personnel are trained on the proper udeP& and are in fact
properly using PPE. Supervising the safety perfoiceeof the lab staff,
which includes monitoring Personal Protective Eqept compliance.
See NIH Guidelines 1V-B-7-e-(1) and NIH Guidelin&gpendix G

G. Consulting theNIH Guidelines that apply to the type of research to be
conducted and indicating such on the protocol appbn for IBC
review.

H.  Prior to beginning recombinant DNA or Biosafdtgvel 1-3 research,
submitting research protocols for review by, andigteation with, the
Institutional Biosafety Committee (See Section 13hts Policy for IBC
procedures), unless the research activities arboaméd by theNIH
Guidelines to the IBC simultaneously with beginning resear@ed
Section IlI-E of the NIH Guidelines). Pls are alsesponsible for
submitting to the IBC subsequent changes to sunioqols.

Submitting protocol renewal and amendment fo(8ee Appendix
G) as well as incident reports to the IBC as regli(See
Sections 13.6(c)(4) and 13.11(a)-(c) for more and@nt reports).

J. Ensuring all lab personnel are appropriateinéch for working
with biohazardous materials and/or recombinant DNge of
safety equipment, and th8llIH Guideines. This includes
ensuring personnel have undergone the Universigtaiired
training program as outlined in Appendix A of thislicy, as
well as any additional lab-specific training neededbe in
compliance with theNIH Guidelines. Pls are responsible for
keeping records of training that individual perseinmave
undergone and submitting such to the IBC and OR%®r
laboratory specific training, there is a specifiorni for
documenting lab-specific training, the Pls mustueeghat the
form is used for documentation includes informatatout (1)
who was trained, (2) where they were trained, (&) date of
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training, (4) the content/subject/tasks of thenireg, (5) a
signature by the Pl who gave the training, (6) slgmature of
the individual who underwent the training, and {7 role the
trained individual will serve in the research pobje

K.  Prior to initiating research, making availabdeléb staff, (1) the
protocols that describe the potential biohazardsl ahe
precautions to be taken, (2) instructing and trajriab staff in
(a) the practices and techniques required to ensafety and
(b) the procedures for dealing with accidents, @)dnforming
lab staff of the reasons and provisions for anycg@udonary
medical practices advised or requested (e.g., Natons or
serum collection).

L. Supervising the safety performance of the ladffdb ensure
that the required safety practices and techniqreesraployed.

M.  Correct work errors and conditions that may itesa the
release of recombinant DNA materials.

N. Investigate and report any significant problgrmagaining to the
operation and implementation of containment prasti@and
procedures in writing to the Biological Safety ©@&r (where
applicable), Greenhouse/Animal Facility Manager(whe
applicable), Institutional Biosafety Committee, N@6P, and
other appropriate authorities (if applicable) (rgpoto NIH/
OSP shall be sent to the Office of Science Poligfional
Institutes of Health, 6705 Rockledge Drive, Suit®0,7

Bethesda, MD 20817 or by email at
NIHGuidelines@od.nih.gowhone: 301-496-9838, 301- 496-
9839 (fax).

O. Ensure the integrity of the physical containmeietg.,
biological safety cabinets) and the biological eamtent (e.g.,
purity and genotypic and phenotypic characterigtics

P. Complying with reporting requirements for germansfer
experiments conducted in compliance with the NIHd8&lines
Appendix M-Il — A to D; Appendix G-II-C-2-q, G-ID-2-k,
Reporting Requirements).

Q. Reporting newly identified select agents immehato the
IBC and/or Biosafety Officer.

R.  Timely requesting collection of biohazardousteas

S. Making available reference information on bidadad) hazards and that
research personnel knows how to use such references
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T. Knowing and implementing when required the prqmecedures to use in
the event of an emergency or spill/release.

U. Complying with shipping requirements for rDNA darbiohazardous
materials.

V. Reporting all significant violations, spills, leases, injuries or
illnesses use of materials during research to B®€ knd/or
Biosafety Officer.

W. Reporting all exposures to biological agentseaombinant DNA, theft or
loss of biohazardous material, and incidents thatranted emergency
response to the IBC.

X.  Cooperating with Annual Biosafety Inspectiongiu lab, including those
by the Biosafety Officer.

1.4.2 Research Personnel
Research personnel are responsible for:

A.  Completing all University requirements for appabto work in the lab
and making sure all work performed in the lab caegplith University
policy, NIH, CDC, OSHA and any other guidelines thesearch
activities fall under.

B. Learning and following the standard operatingcedures for the lab.
Familiarizing self with potential hazards, infect®oagents being used,
and emergency procedures.

C. Help keep the lab facility in good, operabledition.

D. Report to the PI all medical restrictions, rapbte illnesses, and any
potential exposure. Report all conditions thatiaegular.

E. Follow the University training program as ouithin Appendix A of this
Policy and as well as training from PI to ensur@iprency in appropriate
microbiological practices.

F. Completing medical surveillance requirementapiplicable.

G. Following instructions given by Pl regarding gee the lab
maintained and operating functionally.

1.4.3 Deans, Directors, and Department Heads

The Dean, Director or Department Head are resptanfhb
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A. Ensuring all persons under his or her jurisdictihave access to the
University’'s biosafety manual.

B. Ensuring Pl has taken required training for teeearch activity to be
performed.

C. Ensuring availability of facilities are apprage for containing
biohazardous materials and sufficient to enableRhéo comply with
University policies.

D. Ensuring the IBC reviews research activity imod biohazardous
materials.

E. Ensuring accidents/incidents are Immediatelyortep to Biosafety
Officer.

F. Ensuring all personnel who are eligible are grs=il to occupational
health program that is appropriate.

G. Assisting in eliminating known unsafe practices.
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1.4.4 Institutional Biosafety Committee

The IBC is a committee appointed by the Chief Exgeu Office in
coordination with the EVPR. See Section 13 of thRslicy
for procedural information regarding the IBC. THXC's responsibilities
include, but are not limited to:

A. Review research protocols involving recombinBMNA and materials that are
biosafety level 2 (infectious agents, biological xitw, and other
biohazardous materials) and higher (collectivelfemed to as “covered
research activities) to ensure they comp |y with el Guidelines and
The Select Agent Rule, reviewing protocols for biosafety concerns, €RC
Manual and University policy.

B. Overseeing implementation of University biosaferocedures.

C. Independently assessing containment levels redjuy theNIH Guidelines
and/orCDC Manual for proposed research.

D. Assessing the facilities, procedures, practiees] training and expertise of
personnel involved in covered research activitmscbmpliance with federal
and state guidelines and law.

E. Ensuring that all aspects &fection-Ill of the NIH Guidelines have been
appropriately addressed by the Principal Investigat

F. Ensuring no research participant is enrolledairhuman gene transfer
experiment until the NEXTRAC review process hasnbeempleted (See
Section [IV-B-1-f & Section Ill of the NIH Guidelirse for review
requirements), IBC approval from the clinical sitkes been obtained,
Institutional Review Board approval has been ole@inand all applicable
regulatory authorizations have been obtained.

G. For human gene transfer protocols selecte@dublic NEXTRAC review and
discussion, considering the issues raised and neemuations made as a
result of this review and considering the PI's mse to the NEXTRAC
recommendations.

H. Ensuring final IBC approval is not granted uafter the NEXTRAC review
process has been completed.

l. Ensuring compliance with all surveillance, dagporting, and adverse event
reporting requirements set forth in the NIH Guidef and this University

policy.

J. The University’'s Chief Executive Officer hastauized the IBC to disapprove
of or suspend research in noncompliance with pedicand procedures
described in the Biosafety Manual, NIH Guidelinesl/ar University policy,
and the IBC has the responsibility to do so. Lilsaiif a lab inspection
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results in a determination that lab procedureshatédeing followed, research
may be halted until actions are taken to correfitidacies.

l. Notifying the PI of the results of the IBCs rew and approval or disapproval.
In the case of disapproval, notifying the PI of teason for the disapproval
and giving the Pl an opportunity to respond.

J. Lowering containment levels for certain expemts as specified in
Section IlI-D-2-a of the NIH Guidelines

K. Setting containment levels as specified in Bestlll-D-4-b and IlI-D-
5 of the NIH Guidelines when applicable.

L. Reviewing covered research conducted at or spred by the University to
ensure compliance with the NIH Guidelines.

M. Adopting emergency plans covering accidentdlss(See Appendix B of this
Policy, NIH Lab Safety Monograph for reference) armmersonnel
contamination resulting from recombinant DNA resbar

N. Reporting significant problems or violationstbe NIH Guidelines and any
significant research-related accidents or illnessethe Institutional Official,
who shall file a report to NIH and the OSP withid @ays. Unless the IBC
determines a report has already been filed to theddd the OSP by the PI.

O. For recombinant DNA work not explicitly covereég the NIH Guidelines,
not approving initiation of such experiments unilH establishes the
containment requirement.

P. Ensuring compliance with the University’'s OSHRposure Control
Plan (Appendix C of this Policy), when applicable.

Q. The IBC is responsible for reporting incidemtdhe Institutional
Official.

*Refer to Section 13 of this policy for IBC procedu
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1.4.5 Biological Safety Officer

A. The Biological Safety Officer is a faculty/ cla§f member knowledgeable
of biosafety issues who is appointed by the Chiekeddtive Officer.
The Biological Safety Officer shall always be a nbemof the IBC. The
University shall have a Biological Safety Officerith
the following responsibilities include but are hatited to:

1. Periodically inspecting lab facilities to ensuthat laboratory
standards are rigorously followed.

2. Investigating every accident with possibility escape and/or
exposure to materials that are potentially infacgior toxic.

3. Reporting to the IBC and the University any figant problems,
violations of theNIH Guidelines, and any significant research-
related accidents or illnesses of which the BiatagiSafety Officer
becomes aware unless the Biological Safety Offittermines that
a report has already been filed by the Principat$tigator.

4. Developing emergency plans for handling acdamlespills and
personnel contamination and investigating laboyataccidents
involving recombinant DNA research.
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5. Ensuring that following of decontamination prdares after spills
and/or breakage involving biohazardous materiald &aeping
record of such accidents and incidents, ensuriag rttaterials and
equipment are being appropriately decontaminatednaonitoring
infectious waste disposal after treatment for gafet

6. Providing advice on laboratory security.

7. Providing technical advice to Principal Invgators and the IBC on
research safety procedures.

Note: See thd.aboratory Safety Monograph (Appendix B of this
Policy) for additional information on the dutiestbe Biological
Safety Officer.

8. Complying with all IBC procedures, Section ¥3hes Policy (including
13.10(A)).

9. Serving as a member on the University’s IBC.

1.4.6 Office of Research Compliance

The ORC has the responsibility for all official comnication between the
University and federal and state agencies suchlés NSF, the USDA, HHS,
etc. The ORC maintains the IBC website, oversaed, administers training
modules and examinations required of Pls and a#s¥arch personnel. The
Office of Research Compliance is also responsibe faintaining
documentation of research personnel training.

1.4.7 Executive Vice President for Research

The responsibility for assuring comprehensive paotgg on campus for safe
handling of infectious agents, recombinant DNA noales, and all other
biohazardous materials at the University rests lin Executive VPR. The
EVPR is responsible for administration of the Unsity’s Biosafety policies.

This includes appointing members to the IBC in damation with the Chief

Executive Officer, appointing the Biological Safédjficer, and approving all

IBC-recommended policies and procedures. As I©,ENVPR is responsible
for all 10 duties, including providing final incidé reports to the NIH OSP.
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2. Biological Risk Assessment

Before submitting a protocol for review by the IB@l| Pls are required to conduct a risk
assessment of the proposed research and materibks tised (see Pg. 41 of tBmsafety
Manual). The CDC and NIH require such risk assessmentgrotect the health of lab
personnel and the public. The PI's goal during assessment is to identify potential
hazards and risks involved with the planned researcteaching activities, then to develop
and implement standard operating procedures andigea to minimize those risks to the
lowest possible level. The Pl must conduct a askessment of each of his or her research
and/or teaching labs. After the risk assessmém, Pl must assign the appropriate
Biosafety Level (BSL) to the agents that will beeds Additionally, through risk assessment
the Pl must assess several factors that contribupetential risk, including, but not limited
to, the hazardous characteristics of the lab pnar@=sdto be used; the training, experience
and habits of lab personnel; and the adequacy efldb facility and equipment. The
following policy outlines these elements. If tiBosafety Manual, NIH Guidelines and
any other mentioned reference materials do notuatdor the type of agents or nature of the
lab procedures that are contemplated for the relsedine Pl is responsible for using the
best information available. In all risk assessisierthe Pl should consult available
scientific references along with, and not in platehis or her professional judgment.

Note: Biological Safety Level 4 and Animal Biologial Safety Level 4 Research is
Currently Prohibited at the University.

Note: For any activity involving a select agent otoxin, in addition to risk assessment,
developing lab safety procedures, and getting appwal from the IBC, all
federally mandated applications to applicable fedeal agencies must be
approved before beginning the activity.These select biological agents and toxins
are listed in 7 CFR 331 dittps://www.ecfr.gov/current/title-7/subtitle-B/qbter-
lll/part-331?toc=1, 9 CFR 121 athttps://www.ecfr.gov/current/title-9/chapter-
I/subchapter-E/part-121?toc=1 42 CFR 73 athttps://www.ecfr.gov/current/title-
42/chapter-1/subchapter-F/part-73?tocsland on the HHS and USDA select
agents and toxins list online. Select Agentsadse discussed in Section Six and
listed in Appendix F of th8iosafety Manual. Also, see the U.S. Government’s Select
Agent list for reference. A list of Select Agentncbe found in Appendix F of this
Policy.

2.1 Risk Assessment Procedure
The risk assessment process consists of the foifplive steps. Principle investigators
should refer to Section 2 of thH&osafety Manual for detailed guidance on conducting
these steps.

A. ldentify agent hazards and perform an initede@ssment of risk.

B. Identify Laboratory Procedure Hazards
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C. Determine Appropriate Biosafety Level and Sel@dditional Precautions as
indicated by the Risk Assessment.

D. Evaluate the Proficiencies of Staff RegardideSPractices and Integrity of
Safety Equipment.

E. Review the Risk Assessment with IBC and a bicklgsafety expert and/or
consultant when determined necessary by the Pl, dBOniversity.

2.2 Risk Assessment Guidance

A. Guidance for the Procedural Steps Outlined Aboveection 2.1 of this
Policy.

1. Identify agent hazards and perform initial Asseent of risk

For this initial phase of the risk assessment,dRuld begin by consulting
the Biosafety Manual, Section 2 (beginning pg. 9).The process of tis& r
assessment for hazardous characteristics of ant egerplained in pages 9-
20. PIs should also consult Section 4 (pg. 3@)ess lab work is to be
conducted with animals in which case consult Section 5 (page 70) instead
Table 1,Summary of Laboratory Biosafety Levels (pg. 68); and theAgent
Summary Satements, Section 8, Page 147. Additionally, for research
involving recombinant DNA, see Section 2.3 of thpolicy.
For research involving HIV, Hep B or other Bloodber pathogens,
additionally see Section 2.4 of this policy. Pageot the Biosafety Manual
offers additional detail for risk assessment fdf celtures and furthermore,
Appendix | provides guidance for work with humamna human primate,
and other mammalian cells and tissues.

2. ldentify Lab Procedure Hazards

Pages 12 and 14 of th&osafety Manual explain the process of identifying
laboratory procedure hazards.

3. Determine  Appropriate  Biosafety Level and Sele®dditional
Precautions as indicated in Risk Assessment

Page 16 -17 of thBiosafety Manual explain the process of determining the
appropriate biosafety level and additional precadi

4. Evaluate Proficiencies of Staff Regarding SBfactices and Integrity of

Safety EquipmeniPage 18 of the Biosafety Manual provides an ovenoé
evaluating staff and safety equipment.
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5. Review the Risk Assessment with a Biosafetyfdasional, Subject
Matter Expert, and the IBC. Page 18 of tBeosafety Manual provides
more information about reviewing the risk assesgsmah other parties.

2.3 Additional Risk Assessment Guidance for Resedémgolving Recombinant DNA (for
both Animal and Non-Animal Lab Work)

In addition to the resources contained in Sectidghd® this policy, when beginning a
risk assessment for recombinant research, Printipaktigators should also consult the
NIH Guidelines, Section II-A, Risk Assessment, and NIH Guidelines, Appendix B,
Classification of Human Etiologic Agents on the Basis of Hazard.

After this initial assessment of agents, to detagrand document proper containment
measures, the Pl shall consult the following guigam theNIH Guidelines. Section
[I-B, Containment; Section V,Footnotes and References of Sections I-1V), Appendix G,
Physical Containment, Appendix |,Biological Containment.

For research involving plants, Pls shall additignatference Appendix L of thillH
Guidelines. For research involving animals, Pls shall additigneeference Appendix
M of theNIH Guidelines.

2.4 Additional Risk Assessment Guidance for Resehlreolving Bloodborne
Pathogens

For research or teaching activities involving Blbothe pathogens, Pls shall additionally
consult the Universitys OSHA Exposure QCointPlan when assessing risk
and developing lab safety procedures.

3. Development of Lab-Specific Safety/Standard Opating Procedures

After completing an appropriate risk assessmentescribed in Section 2 of this policy and
Section 2 of theBiosafety Manual, investigators must develop lab safety/standardraimg
procedures that minimize or eliminate the riskedatned in the risk assessment. For most BSL-
1 labs, standard operating procedures need onlydacthe standard microbiological practices
contained on page 32, of tBeosafety Manual, or for work with animals, page 71 of tBeosafety
Manual, unless the PI, after conducting a risk assessndetgrmines additional safety measures
should be integrated in the lab safety proceddrks.standard microbiological practices, or when
applicable, animal microbiological practices, appdyall research, but additional practices are
recommended for each ascending biological or anmodbgical safety level.
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A. Guidance for Developing Lab Safety/Standapgfating Procedures as
Required in Section 3 of this Policy Above.

In addition to consulting his or her own risk assesnt of the contemplated
research, Pls should consult tBi@safety Manual for recommended microbiological
practices, safety equipment (both primary barriensd personal protective
equipment), and laboratory facilities (secondaryribes) to integrate in their lab's
standard operating procedures. TBiesafety Manual is not meant to be an
exhaustive source for developing lab proceduref?ls should consult the best
information available for their research as weltlasir professional judgment.For
recombinant research, PIs must consult Appendix G fathe NIH Guidelines for
developing procedureswhen applicable based on the type of recombiresgarch
When developing lab procedures for an animal lals, rRust consult both the
Biological Safety Manual and the PHSGuide for the Care and Use of Laboratory
Animals, 8th Edition. Be sure to include any other necessary conteoh |s
decontamination, Exposure Control Plan, Occupatidrealth, chemical hygiene
procedures, biological spill response plan, etc.

The Biosafety Manual offers the following sections for guidance:
1. Procedures for Research Not Involving Animals

For microbiological research not involving animds should consult pages
32-36 of theBiosafety Manual, for BSL-1 research, pages 37- 42 for BSL-2
research, pages 43-48 for BSL-3 research. BSL-darek is not currently
allowed at the University.

2. Procedures for Research Involving Animals

For microbiological research involving animals, Blould consult pages
71-77 of theBiosafety Manual for Animal BSL-1 (ABSL-1), pages 78-
86 for ABSL-2, and pages 87-97 for ABSL-3. ABSLisAnot currently
allowed at the University. Additionally, Pls mustwlop lab procedures
that comply with _the PHSGuide for the Care and Use of Laboratory
Animals, 8th Edition.

3. Biological Safety Cabinets
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When applicable, to assist in selecting proper igical
safety cabinets and developing proper procedurés,sRould consult
Appendix A of theBiosafety Manual beginning on page 367 and Table
1, Selection of BSC through Risk Assessment, page 388.

4. Safety Equipment: Proper Use, Maintenance

4.1 Pls are responsible for being familiar withdanstructing all lab personnel on the
proper use of all laboratory equipment includingulbators, centrifuges, autoclaves,
emergency, biological safety cabinets, and all odgeiipment, including what to do in
the event of a spill involving the equipment.

4.2 Biological Safety Cabinets (BSC)
A. Overview

Biological Safety Cabinets are a form of primann@nment aimed at protecting
personnel, the environment, and the product, depgrah the type of BSC. BSCs
are classified into three types, Class I-1ll. Gld$ BSCs are further sub-classified as
Type A or B. A BSC contains a High Efficiency Reutate Air Filter (HEPA) to
remove particles from the air stream. A HEPAefildoes not remove vapors or
gases.

National Sanitation Foundation Standard # 49 — 2@@&rns all models of Class Il
cabinets (Al, A2, B1, B2). On-site field-testing @er NSF/ANSI Standard 49-2007
Annex F plus Addendum #1 must be performed by @edlipersonnel. The
Standard provides information to assist with thegjérency of, qualifications for and
procedures for testing. Each of the three clasBSCs requir@nnual testing and
recertification.

B. Selection, Installation, and Use of Biosafetypibats (BSC)

Pls are responsible for being familiar with and cpidgng proper selection,
installation, and use of BSCs. Appendix A, begignon page 367 of the
Biosafety Manual, provides guidance of which Pls must be knowletgeaA
description of the different classes of BSCs begingage 370. Issues relating to
lab hazards and risk assessment are addressedgyer3pé. Guidance for working
with chemicals, as well as possible radiologicalands, within BSCs begins on page
376. Proper work practices and procedures begipage 300. Possible hazards
are addressed on page 378. BSC decontaminatiormafion is summarized on
page 383. Pls, BSOs, and the University are resplenfor working together to
ensure the facility and engineering requirementgirmeng on page 384 are
properly met and maintained. The University ispmssible for obtaining annual
certification from the appropriate manufacturersl/an certifying bodies. Table 1,
Selectionof BSC through Risk Assessment, page 388 of the
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Biosafety Manual is a helpful reference during the risk assessmemase
described in Section 2 of this Policy.

5. Spills
5.1 Reporting
5.1.1 Time Frames for Reporting

Any significant problems with or violations of tidlH Guidelines for work with
recombinant DNA molecules or any significant reskaelated accident and illness
must be reported to the appropriate institutiorifatial and the NIH/OSP within 30
days (NIH Guiddlines, Sec. IV, B(2)(b)(7). Spills and accidents thatutesn an
exposures or loss of containment involving material BSL-2 require immediate
reporting to the DOR and Biosafety Officer. Spitbsert_or potential exposures and
loss of containment involving materials in BSL-3@kequire immediate reporting
to the DOR and Biosafety Officer. Any spills, acands, or breach of containment
involving recombinant DNA materials must be repdriemmediately to the 10,
ORC and Biosafety Officer. The PI is responsildlereporting the above incidents
to the ORC and Biosafety Officer. The ORC and B® elp in determining if an
event requires reporting to the NIH/OSP. The degigph official for the University
will report any incidents to NIH OSP. The IBC wdirect a follow up investigation
if warranted.

5.2 Biological spill kit

A biological spill kit must be located in every lalandling biological agents. The
spill kit should easily accessible in a centralalio@n. Spill kits must be checked
monthly to ensure contents are complete. A sanmdleflitems to include in a spill

kit includes the following. Note this list is nexhaustive for all laboratories,

procedures and organisms, and must be modified el deems necessary to
enhance protections.

- Plastic container with closable lid to contain doatents of the spill kit

- Absorbent towels

- Forceps to pick up sharps or glass

- Biohazard bags

- Householdbleach or appropriate disinfectant for the organibeing
manipulated

- Container to mix dilute disinfectant solution, oga&Hon jug

- Appropriate PPE (gloves, goggles, jump suit, baptspecific PPE to protocols)
- Comet®, Ajax® or the like can be used to containaknspills. The
chlorine in these products can be corrosive.

- Plastic scoop, plastic scraper and or autoclavefdisposable broom and dust
pan
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5.3 Biological Spill Response Plan

It is the responsibility of the PI to develop albgical spill plan for each of his or her

labs. The plan must be appropriately customizedteragents and research in the
lab for which it is developed. The spill respondanpshould be available to both

personnel working in the laboratory and visito®lso, the spill response plan must
be posted visibly in the lab. PI's risk assessifsg@rghould be included in the plan.

The following elements should be included in adgatal spill response plan:

- Principal investigator's/lab director's name andrreat contact

information. Lab staff and current contact inforroat

- The Biosafety Officer contact information.

» Office of Research and Sponsored Programs confHoe /Office of Research
Compliance contact information.

- Microbiological agents being manipulated in the.lalif necessary, can be

exceptions due to select agent requirements (CoG8.C, USDA- 7 CFR

331, 9 CFR 121, 42 CFR 73 for guidance on selesttagas well as, Section

2.2(A) (6) of this policy).

- Location/inventory of spill kit(s).

- Location of closest spill kit outside the lab.

- Decontamination plans.

- Data sheets for the microbiological agents and guores to follow if

potential for exposure exists.

5.4 Elements of a Biological Spill Risk Assessment

5.4.1 When developing a biological spill plan folad, the Pl must first conduct a
risk assessment of the factors that will affect sliéecome of a spill. After
identifying the risks, the investigator must evatuavhether equipment,
procedures, the agent, etc. be changed in a waedace risk without
eliminating the ability to carry out the research.

If so, the Pl must implement those measures. [ledtirisks must be
communicated to all lab personnel. Consider tHevang factors when
conducting a biological spill risk assessment:

1. The microbiological organism.

2. The risk group classification of the organisnee Section
2.2(A)(1) of this policy and Section 2 of tBeosafety Manual.

3. Route of infection (mucous membrane exposuexosal,
ingestion, etc.).

4. The volume manipulated.
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5. Determine appropriate disinfectant for the ageantact time for the
disinfectant, and equipment considerations with disnfectant (e.g., if
bleach, be aware that can corrode equipment andresqwiping down
with water after use).

6. Whether the spill would be contained or not (ldatioccur in a
BSC, open lab, or open common spaces?

7. Would there be potential for environmental camtaation.
8. Are any glass or sharp objects used in thearebectivity?

9. What procedures will be used in the lab? Cduby be modified in a
way to reduce risk of spills/risks identified wihills?

10. Where would the work be performed?
11. Would biological material be transported owgdige lab?

6. Exposure to Infectious Agent or Material/Emergacy Procedures:

Before beginning research, the Pl must integratergemcy procedures into the laboratory
safety procedures. For Bloodborne pathogens, thieesity's Exposure Control Plan shall
be followed (Appendix C of this Policy). For expos involving other infectious
agents/materials, the Pl must delineate procednresses of exposures involving intact skin;
broken, cut, damaged skin, puncture wounds, eyesexp, and ingestion/inhalation. The lab
procedures shall indicate an emergency contact aumk.ab procedures must also instruct
exposed personnel, when appropriate, to call 911sewk medical advice from the
occupational health care provider Pls wishing tovehaassistance in developing
exposure/emergency procedures should contact theafity Officer & Office of Research
Compliance at 816-654-7602 iob@kansascity.edu

7. Medical Surveillance (Available Vaccines/Treatrants for Lab’s Infectious Agent,
Procedures To Follow, Symptoms To Monitor).

When applicable, Pls should consult the Universi@tcupational Health Program when
developing their protocol and integrate the OCPo iheir lab procedures when
appropriate. The IBC and IACUC will withhold apped when the appropriate lab
personnel are not enrolled in the University's Qational Health Program.
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8. Decontamination and Disinfection
A. General

Pls are responsible for integrating effective deéaomnation and disinfection
procedures into their standard operating procedweswvell as ensuring such
procedures are taught to lab personnel and implesden practice.  Physical
and chemical means of decontamination fall intee fimain categories: heat,
liquid, chemical vapors, gases, and radiation. @lect the proper method and
tools, it is important to consider, for examples tbllowing aspects:

1. Type of biohazardous agents, concentration asteénpal for
exposure.

2. Physical and chemical hazards to products, ma&gemrenvironment and
personnel.

The BiosafetyManual offers guidance on decontamination and disinfection, and
Pls are responsible for being in compliance witlke tBiosafety Manual.
Guidance can be found in Appendix Becontamination and Disinfection, page
400 of theBiosafety Manual. Pls should be familiar with Figure Descending
Order of Relative Resistance to Disinfectant Chemicals, page 404 of th@&iosafety
Manual and Table 1Activity Levels of Selected Liquid Chemical Disinfectants,
page 407-408. Decontamination of large spacesedound on page 405 of the
Biosafety Manual and decontamination of surfaces on page 406. B@§®f the
Biosafety Manual covers special infectious agent issues.

B. Recombinant Materials

Pls working with recombinant materials shall aduitlly refer to any
decontamination and disinfection guidance offenedhe NIH Guidelines. The
NIH Guidelines require that all recombinant DNA materials be appidely
decontaminated before disposal. Any and all recoartii DNA materials,
including transgenic animal carcasses, must be mdaconated by autoclave
treatment, chemical treatment, incineration or lny ather acceptable means
specific to those materials. The IBC must be radifin the event that the
decontamination of rDNA materials cannot be m&ee Appendix G-II-B-2-1 and
G-11-C-2-n of theNIH Guidelines.

C. Assistance
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Pls wishing to have assistance with developing kienination and disinfection
procedures should contact the Biosafety Officer &s&rch Compliance
Coordinator at 816-654-7602 or irb@kansascity.edu.

9. Infectious Waste Disposal and Disinfection

9.1 Authority

Infectious waste disposal is governed by the stétdlissouri. Missouri has issued
regulations governing infectious waste disposald @nose standards apply to the
University, which resides in Missouri. For the poses of this policy, biohazardous
waste and infectious waste are considered the saiffee standards for infectious waste
disposal are in the Missouri Code of State Regunati Title 10 — Department of Natural
Resources, Division 80 — Solid Waste Managemenggpn 7 — Infectious Waste
Management.

9.2 Responsibility:

Any person who generates infectious waste as defimeéhe Missouri Code of State
Regulations is responsible for the safe disposdhaf waste (see Section 9.3 of this
policy for infectious waste definition). Infectiousaste at the University is also
considered biohazardous. Waste generated in angtl#ie University that could be
reasonably included in the below definitions (Smtt®.3) of infectious waste must be
considered waste that infectious/biohazardous waste

9.3 Definition of Infectious Waste

In Missouri, a “small quantity generator” of infesxis waste produces 100 kg or less per
month (10 CSR 80-7.010(1)(A)(2). Under this ddfom, the University is a small
guantity generator. According to 10 CSR 80-701@\}®), infectious waste for small
generators is defined under 19 CSR 20-20.010(2dfectious waste is defined as:

...waste capable of producing an infectious diseas&or a waste to be

infectious, it must contain pathogens with suffitigirulence and quantity so that
exposure to the waste by a susceptible host cagldltrin an infectious disease.
Infectious waste generated by small quantity gegnesahall include the following

categories:

(A) Sharps-all discarded sharps including hypodermeedles, syringes and
scalpel blades. Broken glass or other sharp ithaishiave come in contact with
material defined as infectious are included;

(B) Cultures and stocks of infectious agents anso@ated biological-
included in this category are all cultures and lstoaf infectious organisms as
well as culture dishes and devices used to transieculate and mix cultures;
and
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(C) Other wastes-those wastes designated by theicaheduthority
responsible (physician, podiatrist, dentist, vetarian) for the care of the
patient which may be capable of producing an indeistdisease.

*The University is exempted from requiring an irtfeas waste processing permit
under 10 CSR 80.7(C)(4).

10 Disposal of Infectious Waste Procedural Guidance
10.1 General

Infectious waste disposal at the University carabeomplished in two ways

to meet the Missouri regulations. First, the wastg be inactivated and then
disposed of in regular solid waste disposal. Ss#i@ 10.5 of this policy for

information on inactivation. Secondly, the wasteyniie disposed of by an

outside company contracted to dispose of infectisuzste. Red-colored

biohazard tubs from the contracted company areedtor designated areas
on campus. These tubs are picked up by the cdattatompany on a

specified schedule. The Executive Vice Presidémeasearch, the Biosafety
Officer and / or and Research Compliance OffichéedORSP can assist in the
establishment of an account. The cost associatédtiae account will be the

responsibility of waste generator.

Inactivation of infectious/biohazardous waste ae thiniversity can be
accomplished with a variety of methods. The accatmn, storage and
transportation of any infectious waste must be se@ondary container. The
container must be rigid and be puncture resistéhe use of a biohazard
waste barrel, tub or other suitable container shéel used while transporting
waste for decontamination. The container should ldeeled with the
biohazard symbol. For solid and liquid waste, thaarials can be autoclaved.
The length of the autoclave cycle is determinedhgytype of autoclave, the
volume of materials, type of materials etc. Thepalaive run must be recorded
with the minimum of the following information; Us&tame, Date, Start Time
and End Time. Error codes and Action Taken (ifl@gple). This information
should be retained by the individual or laboratibvgt generated the waste for
documentation of inactivation of that waste. Aftggrilization the solid waste
may be disposed of in the solid waste stream. Tbleazard bags MUST be
placed into a black bag or opaque bag or contgmier to final disposal.
Liquid waste may be disposed of into the sanitawes unless chemical or
radiological hazards are present. Contact the B¥bgaDfficer and / or
Research Compliance Office in the ORSP for guidance final
disposal if other hazards are present.

Sharps containerMIUST NOT be disposed of in the solid waste stream.
Sharps and sharps containers must be disposed thiebgppropriate disposal
company with whom the University has contractede $harps containers may
be autoclaved prior to being deposited into thealfidisposal bins that are
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disposed of by the contracted companfs a best practice. The sharps
containers must be securely sealed shut beforeshspLaboratory tape works
well.

Many liquid infectious/biohazardous wastes may ma&ctivated by chemical
decontamination/disinfection. The user of a ligdiginfectant must follow the
directions of the disinfectant. The products infation sheet will provide
information on amount of disinfectant to use, cohtime and final disposal
will be outlined. The use of some disinfectants npagduce a hazardous
chemical waste that may need to be disposed diferhazardous waste stream.
Inactivated liquid waste can be then disposed thénsanitary sewer system.

Any person or lab that generates infectious wast¢h@ University has a

responsibility to dispose of the waste in a wayt tisasafe to anyone that
will come in contact with the waste downstream. Waste must be disposed
of in accordance with any and all state of Missaaguirements. Contact the
EVPR, The Biosafety officer and / or the Researadm@liance Office in the

ORSP with any questions concerning waste disposal.

10.2 Procedure

Any infectious waste generated must be disposad @fmanner outlined in the
Missouri regulations. The generator of the wasteegponsible for knowing
and following the University’s disposal of infeali® waste policy. This
section describes disposal of infectious waste asdated by the Missouri
Code of State Regulations, 10 CSR 80-7.010 (1).

(A) All sharps shall be packaged in rigid, leakisent and puncture-
resistant containers and sealed prior to disposal.

(B) Infectious waste treated to render it innocumesy be disposed as a
solid waste provided the treater certifies to trengporter, if other
than the generator, and certifies to the sanitandfill operator or
processing facility operator that the waste has lveedered innocuous
as required by Section 260.203, RSMo. (Note: Trkatkectious waste
is not required to be transported in accordanck thieé requirements of
section (4) of this rule.)”
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(C) Certification of treated infectious waste, ammaimum, shall contain
the following information: the name, mailing addsekcation (when
different from the mailing address) and phone numbé the
office/facility treating the infectious waste; tpeinted name and the
signature of the facility/office manager or persmsponsible for the
treatment process; a brief description of teated waste (sharps in
metal containers, sharps in heavy gauge plastitaswrs, incinerator
ash, laboratory wastes in autoclave bags); ande& tbescription of
the method(s) of treatment (for example, steam iligtdron,
incineration, disinfection with bleach solutionh &ddition to these
minimum requirements, the generator need only dela statement
that the waste has been managed in accordancethetiMissouri
Solid Waste Management Law and rules and may keda#l placed
in a sanitary landfill. The certification shall bevised when
changes in the operation of the office/facility uksin a change to
the information required by this paragraph. Thevdrsity qualifies
for an exemption from a processing facility peromider 10 CSR 80-
7.010(c)(4).

11 Packaging of Infectious Wastel0 CSR 80-7.010

(A) Prior to transport, all infectious waste shad placed in rigid or semi- rigid,
leak-resistant containers clearly marked with theversal biohazard symbol
prominently displayed and labeled Infectious Wast&iohazard Waste and
sealed. All containers shall be closed in such amaa as to completely
contain all waste and the outside of the contasteall be kept free of
contamination. For the purpose of this rule, leagistant containers are
defined as containers that are closable with at-fighng lid and are leak-
proof on the bottom and sides. Containers medtiegrequirements of 29
CFR 1910.1030 are acceptable.

(B) Plastic bags. Plastic bags shall be tearteegisind leak resistant.
Plastic bags shall not be used as primary contif@r transportation of
infectious waste. Infectious waste contained ms{it bags shall be placed
within rigid or semi-rigid containers prior to trgort.

(C) Sharps Containers. Sharps shall be packageaith leak-resistant and
puncture-resistant containers and sealed.

(D) Glass Containers. Glass containers shall natsleel as primary containers
for transportation of infectious waste. Glass aorgrs must be placed into
a rigid or semi-rigid leak-resistant container @ndtected from breakage.

(E) Reusable containers. Reusable containers Bhationstructed of either

heavy wall plastic or noncorrosive metal. Eachtamer shall be cleaned and
sanitized before it is reused
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11.1 Tracking Documents, 10 CSR 80-7.010(3):

(A) Generators. The generator of infectious waséd is to be transported to
a permitted infectious waste processing facilitglsh

1. Prepare tracking documents which shall inclugte,a minimum, the
following information:

a. The printed or typed name, mailing address timegwhen different from
the mailing address) and telephone number of thergéor;

b. The printed or typed name and address of thgrkged facility which is
permitted to process waste. The name and addreas afternate facility
may also be designated to which the waste mayamsported in the event
an emergency prevents delivery of the waste toptmmary designated

facility;

c. The printed or typed name, address and Missduansporter
identification number of the transporter’'s compaifyother than the

generator;

d. The quantity, in volume or weight, of waste #tkansported;

e. A name and signature block for the transpottegther than the
generator; and

f. A name and signature block for the receivingliigc

2. Sign the tracking document by hand. The namibefyenerator signing
the document shall also be printed or typed orirdeking document;

3. Obtain the handwritten signature of the transgpo If other than the
generator, and date of acceptance on the traclangndent. The name of
the transporter signing the document shall alsproged or typed on the

tracking document;

4. Retain one (1) copy of the tracking documenthwihe signatures
required in this subsection; and

4. Give the transporter the remaining copies eftthcking document.
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11.2 Recordkeeping:

The appropriate University personnel shall ensoiectious waste disposal records
are kept in accordance with 10 CSR 80-7.010(6)Mzelo

All tracking documents, operating logs, quartedes report, records, test results
and process monitoring records shall be kept f@eaod of at least three (3)
years. The period of record retention extends ugenwritten request of the
[Missouri] department [of Natural Resources] oramouiatically during the course
of any unresolved enforcement action regarding rdgulated activity. These
records shall be made available for inspectionHhgy [Missouri] department [of
Natural Resources] upon request.

12. Shipping Infectious Materials

12.1 Federal Regulation

All biohazardous materials that are regulated nhestpackaged and shipped in a
manner compliant with current federal guidelinesd acodes.  Appendix C,
Transportation of Infectious Substances, page 415 of thdBiosafety Manual offers
guidance.  Such shipping is governed by the Uniticte Department of
Transportation and international agencies and &ssmts. In the United States, the
United States Postal Service, the Department oihsprartation, Department of
Agriculture, Federal Aviation Administration, Cergefor Disease Control and
Prevention and various other agencies have somagategy administration over the
transport of infectious materials. Internationallye International Air Transport
Association (IATA) and the International Civil Atian Organization (ICAO) as well
as the World Health Organization and the Unitedidfat have input on the
transportation of infectious substances and bicklgspecimens. Because of the
numerous and varied organizations involved a peveonm ships infectious materials
should stay aware of the annual updates and changds in the requirements to
avoid shipping delays and fines.

The codified regulations in the United States falfgler 49 CFR parts 171,

172, 173 and 175. 49 CFR is the codified federgulegion that regulated the
transportation of any hazardous material in thetéshBtates. These regulations cover
all forms of transportation. Fines can be levelegaiast an individual or
organization that violates any part. Fines cangemp to $500,000 and
imprisonment up to five years. Many federal agematan level fines against a
violator. Universities and their employees areinohune.

The shipper should consult with the relevant gumngsl for updates and additions to
the applicable regulation to ensure full complianogernational shipments entering
and leaving the United States will require impotp@t documentation and further
approvals. The approval process may be lengthynigimat have been included in
the select agents list may require approval fromCGYPHIS and multiple other
agencieBEFORE shipment. Plan ahead, the approval process camigénly.
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12.2 Training requirements for Shipping

Anyone involved in shipping must be adequatelynidi The training renewal
frequency is every three years for the DOT and yewao years for the IATA. For
more information contact the Biosafety Officer atl®-654-7621 &

Research Compliance Office at 816-654-760Rm@kansascity.edu

13. IBC Procedures

Generally, the IBC ensures research activities gotedl at the University comply with
the NIH Guidelines and The Select Agent Rule (list of Select Agentsaled in
Appendix F of this Policy), reviewing protocols fbiosafety concerns, and overseeing
implementation of University biosafety procedurapdating the OSHA Occupational
Exposure Plan, submitting reports as required #ordgulatory agencies, documenting
exposures. Detailed explanations of the IBC’s rasfmlities and conducting of
meetings/reviews our outlined below.

13.1 Applicability

The IBC reviews all research protocols involvingrégombinant DNA (Defined
in Section 1.1(G) of this Policy) and 2) biologicakterials that are BSL-1 or
higher (infectious agents, biological toxins, anthes biohazardous materials)
(Defined in Section 1.1(A) of this Policy), regaeds of whether recombinant
DNA is involved The IBC also reviews 1) Exposures to biological rageor
recombinant DNA, 2) theft or loss of biohazardoustenial, and 3) all incidents
that warranted emergency response and make a dea¢ion as to whether the
protocol must be modified or the research haltethe TBC ensures research
activities conducted at the University comply withe NIH Guidelines for
Research Involving Recombinant DNA Molecules (NIH Guidelines) andThe
Select Agent Rule, reviewing protocols for biosafety concerns, angreeeing
implementation of University biosafety procedurélsose materials falling within
the scope of this policy must be registered with IBC before the PI commences
research. Funding source does not affect the agiplity of this policy. Only
University faculty members are allowed to submdtpcols to the IBC.
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13.2 Responsibilities
A. Principal Investigators

Pls wishing to conduct biohazardous research adlin 1.1(A) of this policy
must conduct a risk assessment as described imo®ettof this policy and
submit to the IBC an application (Appendix G ofstiitolicy and available on
IRBNet) to have any recombinant materials registevith the committee prior
to beginning the research activity. Pls must agsbmit to the IBC renewal
applications (Appendix J of this Policy available ¢RBNet) for ongoing
research as described by this policy. Pls areoresple for submitting any
changes in the protocol to the IBC as well as Posures to biological agents
or recombinant DNA, 2) theft or loss of biohazarslanaterial, and 3) all
incidents that warranted emergency response.

B. The IBC

The IBC is responsible for reviewing all researahd aeaching activities
involving recombinant DNA conducted at or sponsobgdthe University for
adherence wittNIH Guidelines, regardless of funding source for the research.
The committee is responsible for reviewing all egsh and teaching activities
involving other biohazardous material conductedoat sponsored by the
University for adherence to thigosafety Manual, regardless of funding source
for the research. The committee must approve tmesearch and teaching
activities involving recombinant DNA if they confarto theNIH Guidelines
and other biohazardous materials if they conforrthéBiosafety Manual. The
committee must review research and teaching aesvihvolving select agents
and toxins conducted at or sponsored by the Untyerggardless of funding
source, for adherence to the Select Agent Finaé Raullist of Select Agents is
available in Appendix F of this Policy) and apprayithose activities if they
comply. The committee must notify the PI in writimd the determinations
made after review in regard to applications/prote.co

The IBC must also conduct risk assessments tordeterappropriate levels of
containment as defined in applicable regulationsl assess lab facilities,
procedures, practices, training, and expertiseablved personnel. The IBC is
also charged with conducting periodic reviews tesuga compliance with
federal, state and university laws, regulations] guaidelines. The committee
must receive and review incident reports involvijgexposures to biological
agents or recombinant DNA, 2) theft or loss of bimdrdous material, and 3) all
incidents that warranted emergency response (Setof® 13.6(c)(4) and
13.11(a)-(c) for more on incident reports).
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The IBC must report any noncompliance with IBC neted/determinations,
pertinent regulations, laws, guidelines, and Ursitgrto the EVPR. The
committee must perform periodic reviews of thisippland suggest changes
when needed to the EVPR. This policy should be tgabapproximately every
year or when applicable. Annually, the IBC shaliieev the University's
OSHA Exposure Control Plan.

13.3 Committee Composition

A. Appointment of Members
Voting members shall be appointed by the Chief Htee Officer in
Consultation with the EVPR. If authority to appois delegated, such
delegation must be specific and in writing.

B Number of Members
The IBC shall consist of at least five members
C. Required Member Qualifications

The committee must collectively have experience argertise in recombinant
DNA technology and the capability to assess thetgadbf recombinant DNA

research and to identify any potential risk to pubkalth and/or the environment.
The following are specific IBC membership requirense

1. The University's Biosafety Officer shall be ammmer of the IBC (See
Section 1.4.5 of this Policy for other BiosafetyfiGér responsibilities).

2. At least two members not affiliated with theildmsity, besides membership
on the IBC, must sit on the IBC to represent thenmwnity’s health and
environmental interests.

3. When submitted protocols involve research coethiin Appendix L,
Physical and Biological Containment for Recombinant DNA Research
Involving Plants, a plant expert must sit on the committee to &sEis
conducting review.

4. When submitted protocols involve research coethiin Appendix M,
Physical and Biological Containment for Recombinant DNA Research Involving
Animals, an animal expert must sit on the committee tasags conducting the
review.
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5. Whenever the University participates in or spossecombinant DNA research
involving human subjects, the University shall eestinere is an IBC member who
has sufficient experience and training in the fi@l human gene transfer.
Institutional Biosafety Committee approval mustdigained from the clinical trial

site.

6. When submitted protocols involve research ostdide IBC’s range of
expertise, an Ad Hoc consultant shall be utilized.

7. ltis recommended that at least one lab teahstaff member sit on the
IBC.

a. Ex-Officio Members:

There shall be at least one member from the ORS&savimajor role is
research compliance appointed as an Ex Officio Marobthe
IBC.

E. OSP Contact Person

The Research Compliance Coordinator and / or Gifaine IBC shall serve
as the contact person whom the OSP may contact guestions and
important information regarding the University’sGB

F. Rosters

Under Section IV-B-2-a-(3) of th&llH Guidelines, IBCs are required to submit
committee rosters and bio-sketches of its membershé NIH. The NIH must
disclose that information if requested to throulgl Eederal Freedom of Information
Act. See Section 12.4 (F)(2) below for redactioioimation.

13.4 Valid Method of IBC Review of Protocol Applit@ans

Official business can only be validly conducted éygonvened quorum of the IBC and
members with sufficient expertise present excepafigition of personnel, which could be
reviewed, administratively by the Chair and Vicealtor any other IBC member if there
is a conflict of interest. No process of expeditediew in which one or more members
reviews or approves protocols on behalf of therenBC is allowed expect as stated in
Section 10.5. All members of the IBC shall have dpgortunity to review all documents
relating to a protocol at minimum seven days ptiothe convened meeting. IBC Chair
may assign one or more IBC members to conduct aeiadzed pre-review of a protocol

prior to the meeting and present their findingghatconvened meeting.
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13.5 Meetings
A. Frequency

Meetings shall be held once a month unless therpoiofficial business to
conduct. At minimum, a meeting shall be held ewsxymonths.

B. Format

Meetings shall be in person or by tele/videoconfeee E-mail isnot an
acceptable manner in which to conduct official bhass under any
circumstances because e-mail does not allow foguaately preparing meeting
minutes, nor accommodating public attendance.

C. Open to the Public

When possible and consistent with the protectionpiayacy and proprietary
interests, the University will open its IBC meesrg the public. When meetings
are open to the public, their time and place wél listed on the University’s
website. Any comments or questions received by ghblic regarding the
committee’s actions shall be responded to by timencittee within 30 days. Any
public comments regarding any action made by theé fBust be responded to
and both the comments and IBC’s response senet®thice of Science Policy,
National Institutes of Healtt6705 Rockledge Drive, Suite 750, Bethesda, MD
20817 or by email aNIHGuidelines@od.nih.gavPhone: 301-496-9838, 301-
496-9839 (fax).9839 (fax).

D. Voting
1. Quorum Requirement for Conducting Official Buesa

A quorum is defined as greater than half of thengpinembers (at least

50% of the members plus 1). Official business|stially be conducted by a
convened quorum. Actions (such as approval ofaopol) can only take
place with a majority vote from a convened quorum.

2. Conflict of Interest

No member shall take place in the review or apdrof/a research protocol
for which he or she has been or expects to be edgegor have a direct
financial interest. However, members with a confbf interest may still
provide information about the protocol to the IB@écessary.
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E. Attendance

Chronic nonattendance by members implies a lagkadiicipation in oversight
responsibilities of the IBC and often makes revieiprotocols impossible for
lack of appropriate expertise. Chronic nonattendamall be addressed
appropriately with such measures as adding additimembers.

F. Minutes
1. Content/Detall

Minutes shall be taken every meeting and contaimiaimum: the date

and place of the meeting, whether minutes of ther pmeeting were

approved, individuals in attendance, whether ang tle meeting was

open or closed, all major motions, major pointsoodfier, and whether
motions were approved, and the time of meetingudjpent. Minutes

shall offer sufficient detail to serve as a recafd major points of

discussion and the IBC’s rationale for particul&cidions, documenting
that the IBC has fulfilled its review and oversigtgsponsibilities as

outlined under Section IV- B-2-b of thélH Guidelines. Minutes do not

need to be transcripts or kept at a level of détail attributes each remark
to a specific individual.

2. Availability to the Public
Upon request, the University shall make meetingutes available to the
public. Requested minutes shall be distributednvaal or e- mail within
5 days of ORSP’s receipt of the request. Pursiaa8ection IV-B-2-a-(7)
of the NIH Guidelines, the University may choose to redact information
from meeting minutes and other documents that migicbme publicly
available to protect private or proprietary infotioa. Information that
might be redacted, upon request from interested lmeesnis trade secret
information/other confidential commercial inforn@ti home telephone
numbers and home addresses of IBC members, andisp&ormation
whose disclosure would directly compromise insttél or national
security.

G. Principal Investigator Participation
Pls may attend the meetings per a formal invitateyrwhich their protocols are

being discussed. Pls shall leave the voting roonelefvideoconference before
a vote is taken regarding their protocol.
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13.6 IBC Review of Research Protocols
A. General

Before beginning research involving recombinant DNAmaterials that are
biosafety level 1 or higher, such protocols mustdgewed and approved by
the IBC and the materials registered. Likewise, fitations and amendments
to previously approved protocols must be reviewedll protocols must be
reviewed and re-approved annually to continue rekeaThe IBC does not
conduct expedited reviews. All official businessishbe conducted with a
convened quorum to be in keeping with Niél Guidelines.

B. Protocols Covered

All research and teaching protocols involving warkh recombinant DNA
and any materials that are Biosafety Level 1 oh&ignust be reviewed
and approved before the study is commenced, anth#terials registered
with the IBC.

C. When/What Form(s) Pls Must Submit
1. Initial Application/Registration Document

To have the IBC review a protocol, the Pl must smbam
application form located in the IRBNet atww.irbnet.org and
Appendix J. If recombinant DNA is planned for u#e Principal
Investigator shall also submit a rDNA Registratiorm located in
the IRBNet atwww.irbnet.organd Appendix | specifying which
section of theNIH Guidelinesto which their research is subject, the
source of the DNA, the host and vector to be usetcantainment
conditions.  Proof of completing training requirentge (See
Sections 1.4.1(J) and 13.8(1) of this Policy) antden applicable,
registration in the Occupational Health Program intnessubmitted
with the application. Protocols will not be reviewentil such
required proof is submitted.

a. Exemption.

Sections 1V-B-2-b-(1) and7-c-(3) of thdlH Guidelines cover

recombinant work that is exempt from being regesder On the
registration form, the Principal Investigator i«ed to determine
whether research is exempt under il Guidelines,
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however, the University requires all recombinantrkvao be
registered with the IBC. The IBC Office and

BSO in consultation with the IBC Chair verify whethsuch
recombinant work determined exempt by the Pl isact exempt
for NIH Purposes. Even if such work is exempt for NIH purposes,
the protocol will still be reviewed and subjecttltos policy if the
material is biosafety level 1 or higher.

2. Annual Renewal of Protocol Approval and Regisbn

As part of the IBC’s written approval of a PI'stiai protocol and
registration of materials, the IBC shall give netito the PI of
when he or she must submit an application for anReaApproval
(Appendix J of this Policy and available on IRBNé&the PI will
receive notice of upcoming approval expiration ®@, and 30 days
prior to the expiration date. The Pl is responsfblesubmitting a
continuing review application to the IBC minimum @8ys prior to
the project’s expiration. When submitting the reakapplication,
keep in mind the 15-day rule described in Secti8ry(®) of this
Policy. The IBC shall conduct de novo review of aanrenewal
applications.

3. Changes to Protocol

The Principal Investigator must submit a Protocohekxdment
Form located in the IRBNet atww.irbnet.orgif contemplating a
change to a protocol. Such changes must be applyvéte IBC
prior to the changes being implemented.

4. Noncompliance Complaints/Adverse Events

Individuals aware of honcompliance with this polimyany of the
policies, rules, regulations, and/or laws regardmegearch or
teaching projects involving work with recombinanmtdéor other
biohazardous materials should contact the Rese@arhpliance
Coordinator and / or Executive Vice President foes&arch.
Knowledge of the following events shall be subnditte the IBC
for full committee review: 1) exposures to biolagiagents or
recombinant DNA, 2) theft or loss of biohazardowsenal, and 3)
all incidents that warranted emergency responsethatpoint, the
IBC shall conduct an investigation to determine thke the
protocol must be modified or the research haltesk(Section 14
of this Policy). Any of the above adverse eventshose listed in
Section 14 of this Policy must be reported to thesdarch
Compliance Coordinator.
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Both noncompliance complaints and adverse eventst rbe
submitted to the IBC with the appropriate inforroati (See
Sections 13.6(c)(4) and 13.11(a)-(c) of this Polioy guidance).
In the event of an adverse event, see Section 1hiopolicy and
follow the instructions.

13.7 Timelines/Deadlines
A. Form Deadlines Prior to Review

Because all IBC members must have at least sevga tiareview

protocol documents before they are reviewed, Ryalcinvestigators
must have all forms properly submitted, trainingngdeted, and be
enrolled, when applicable, in the Occupational HeBrogram at least 15
days prior to the meeting in which they wish to éaheir protocol

reviewed. Meeting dates and times are posted enUhiversity’'s

website and the IRBNet once determined.

B. Protocol Approval Period Expiration

IBC approvals for protocols are valid for one ydesm the date
specified as the approval date in the IBC’s writtgproval document.
There are absolutely no extensions or grace periods

All IBC protocols are approved for a one-year tipggiod and expire at
the end of that expiration month regardless of aygul date. If a
protocol submission for renewal has not been subdlty the Pl or by
designated person with full access on IRBNet tolBt prior to IBC
submission deadline date for the expiration mohtt protocol will
expire at the end of the month. The IBC will clasdhe study as
"inactive." All activities involving recombinant/asghetic nucleic acid
(r/'sDNA) molecules, infectious agents, and biolagitoxins must
cease if protocol has a lapse in IBC approval. régearch described in
this protocol may be conducted until the submisdimnrenewal is
approved by the IBC. If a lapse in IBC approvatus, notification to
the 10 will be sent. If an IBC decision is stiking determined and a
protocol expires, the protocol will be placed onnfidistrative Hold
(see below). If renewal has been resubmitted antbt approved by
the IBC prior to expiration, the study is requiréal cease until
resubmission and subsequent full committee approval

C. Consequences for Continuing Covered Researdivittes After IBC
Approval has Lapsed and Other Noncompliance

The Chief Executive Officer of the University hagtteorized the IBC

to disapprove of or suspend research in noncongdianith policies

and procedures described in the Biosafety Manuéif Suidelines

and/or University policy, and the IBC has the respbility to do so.
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Likewise, if a lab inspection results in a deteration that basic lab
procedures are not being followed, research mayatited until actions
are taken to correct the deficiencies.

Administrative Hold:

If the annual continuing review materials or regqdirevisions are not
approved by the expiration date determined by B, Ithe protocol
will be placed on administrative hold. The protioisoconsidered to be
on administrative hold effective immediately on thepiration date.
Therefore, the Principal Investigator must disamnd research
involving r/sDNA molecules, infectious agents, dndlogical toxins.
However, in the interest of continuity of reseaRBL1/low risk prior
approved procedures may continue with approvalhef lBC chair
and/or BSO until they determine otherwise. The BI@ir will issue a
notice to the Pl with regard to the administratinadd status of an IBC
protocol.

13.8 Review Criteria

A. the IBC shall review the following elements obvered
protocols.

This list is not necessarily meant to be exhaustive

1. Completion of training requirements.

As mandated in th&llH Guideines Section IV-B-7-d-(2)-(3), the
Principal Investigator is responsible for ensuriafp staff and
others involved with research are sufficientlyred.

The University requires compliance with its TramirfProgram
(Appendix A below). The PI is responsible for ackdial
laboratory-specific training. The University shahform the
Principal Investigator of the training expectati@msl requirements
under the NIH Guidelines by making available the OSP’s
instructional brochure (Appendix K of this DocumentProof that
the appropriate personnel have satisfied trainiaguirements
outlined in Appendix A of this Policy is mandatobefore a
protocol is submitted to the IBC for review. Subsewgly, the IBC
can withhold approval if it deems additional traigiis necessary
and has not been accounted for in the protocolthdf Pl has
administered lab- specific training, he or she ndmtument that
training as Specified in Section 1.4.1(J) of thidi¢y and submit a
copy to the IBC and ORSP in the IRBNet. See Sedidril(J) for
more on training and recordkeeping requirementated| to
training.
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2. Compliance with University’'s Exposure ControaRI(Appendix
C of this Policy), Occupational Health Program, aratessary
vaccinations when applicable.

3. When work with animals is involved, verificatithat personnel
are enrolled in Occupational Health Program asireduby the
University. IBC review shall be withheld at the adistrative
level until proof of enrollment in the OHP has beeavided.

13.9 Outcomes of Protocol Review

A. There are three possible outcomes of review rofiratial protocol
application, annual renewal or modification:

1. Approval

Once the IBC renders approval, the IBC Office wiind out an
approval letter. After Pl receipt of the lettergthpproved study
may be initiated. IBC approval is valid for one gea

2. Modifications Required to Secure Approval

The IBC may require modifications to the protocefdse granting
approval. In such cases, the Principal Investigatiest modify the
protocol and submit the modified protocol to theClBor full
committee review.

The IBC shall only grant approval after a convegedrum is
satisfied that the required modifications have beaeade
satisfactorily, unless the modifications are minand the
committee stated that the modifications shouldebeeviewed by
the assigned reviewers or the IBC Office then tluglifications
will be acknowledged and the approval will be issud@he
Principal Investigator shall not conduct researchtil uall
required modifications have been made and subséguen
approved by the IBC. PIs must submit original pcoto
documents with the required modifications highleghtProtocol
Amendment Forms are inappropriate as they are tonbe used
for changes to previously approved protocols.
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3. Approval Withheld

The IBC may withhold approval until the Pl has maulglined
modifications to the protocol. PI's are not to begsearch until they
have received an approval letter from the IBC @ffic

B. The above actions require a formal vote of aveared IBC quorum.
C. Notification of Outcome

The IBC shall notify Principal Investigators ance tuniversity in
writing of its decisions regarding protocols. IfethBC withholds
approval of an activity, it shall include in theiiten notification a
statement of the reasons for its decision and ghe Principal
Investigator and opportunity to respond in personnowriting. A
document indicating approval shall contain the date which
approval must be renewed.

C. Administrative Review
The IBC Chair, The Vice Chair, or an assigned IBffing member, if
there is a conflict of Interest, shall adminisiraty review and approve
only change to protocol personnel.

13.10 Semi-Annual Review of Laboratories and BiesaProgram

A. At minimum every six months, the Biosafety @#fr is responsible for
conducting laboratory inspections to ensure that deandards are
being followed in accordance with federal/state/dmchl laws and
guidelines. The Biosafety Officer shall report thesults of all
inspections to the IBC. If the Biosafety Officartbe IBC has reason
to believe inspections should be carried out masguently, the
Biosafety Officer shall do so.

B. Every year or as needed, the IBC shall reviesvUiniversity's blood-
borne Pathogen Hazard Control Plan and generaafeiysand IBC
policies and procedures for compliance with curfederal and state
laws and regulations.
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The IBC shall also conduct review of the biosafetpgram after
significant adverse events in order to determinetivr the event is a
result of programmatic flaw.

13.11 Reporting
A. Internal Reporting

Annually the IBC shall submit a report to the Ihdional Official (the EVPR) to
allow for assessment of the IBC’'s performance aochmiance with theNIH
Guidelines. The report shall include results of facility &wations, an overview of
the effectiveness of the biosafety program and @boone pathogens program and
compliance with current federal regulations. Inaide listed in Section13.11
B(3)(a) and 4 below shall be reported internallyhe IBC and responsible official
when they occur.

B. External Reporting
1. General/Reporting Responsibilities

When the University has an assurance with the @®PIBC is
responsible for fulfilling reporting requirements its office for
covered research sponsored by or conducted by tineekdity.
The following outline specifics for reporting toetiNIH OSP.

2. Annual Report

Annually the Institutional Official shall file annaual report
with OSP in compliance with NIH-OSP requirementsd an
procedures, which includes a roster of all IBC mersband
indicating the IBC chair.

3. Reports of Incidents, Accidents, or ViolatidadNIH and OSP

TheNIH Guideinesrequire reporting of “any significant
problems, violations of thBllH Guidelines, or any significant
research-related accidents and illnesses to the diiH OSP
within 30 days NIH Guidelines, Section [V-B-2-b-(7)).
Principal Investigators are responsible for repagytithe
following incidents to the Biosafety Officer and/lBC. The
Biosafety Officer is responsible for reporting ammgcidents
reported to him or her to the IBC. The IBC is rasgble for
reporting incidents to the Institutional Official. The
Institutional Official is responsible for preparingnd
submitting the final incident report to the NIH QSP
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a. Events that must be reported to OSP include:

1.

2.

Any spill or accident involving recombinant DNA
research as described in Section IV-B-2-b-(7) efNHH
Guidelines.

Any incident that leads to personal injury. Axample

includes skin punctures with needles containingmdznant
DNA.

3.

4.

5.

Any incident that leads to a breach of contanin
Examples include the escape or improper dispostdfon
a transgenic animal or spills of high- risk reconabit
materials occurring outside of a biosafety cabinet.

Note: Minor spills of low-risk agents not involving
breach of containment that were properly cleanedl an
decontaminated generally do not need reported €o th
OSP. The OSP staff should be contacted when tkere i
uncertainty surrounding whether or not to reportl an
incident to their office.

Failure of a Pl to adhere to the containment and
biosafety practices articulated in tNeH Guidelines.

Events described in Appendix G of thdH
Guidelines. See Section 13.11(B)(3)(b) below.

b. Immediate Reporting

Certain events must be immediately reported to the
NIH OSP:

1. Accidents as described in Appendix G of thiH

Guidelines. Examples include spills or accidents in
BSL-2 laboratories resulting in overt exposuMlH
Guideline Appendix G-1I-C-2-k. Spills or accidents
occurring in high containment (BSL-3 or BSL-4)
resulting in an overt or potential exposure must be
immediately reported to the IBC, BSO, and OSP (NIH
Guideline Appendices G-II-C-2-g and G-II-D-2-k).
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c. Contents of Incident Reports

Incident reports must contain sufficient informatito
allow for an understanding of the nature, causes, a
consequences of the incident. The report must also
include the measures the University took to miggte
problem and preclude its reoccurrence.

4. Adverse Events Involving Human Gene Transfé&il3r

Adverse events in human gene transfer trials abgesuto a
separate set of reporting requirements outlinedthie NIH
Guidelines, Appendices M-1-C-3 and M-1-C-4. Serious and
unexpected adverse events that are possibly atstaiath a
gene transfer product must be reported to OBA withb
calendar days of sponsor notification, unless thesy fatal or
life threatening, in which case they should be reggbwithin 7
calendar days. Other serious adverse events sheuleported
to the OBA as part of the PI's annual report to@A

5. OSP Contact for Incident Reports
Incident Reports should be sent by mail to:

Dr. Kathryn Harris

National Institutes of Health
Office of Science Policy

MSC 7985

6705 Rockledge Dr., Suite 750
Bethesda, MD 20892-7985

Fax: ATTN: Dr. Kathryn Harris
(301)496-9839

E-mail: HGTprotocols@mail.nih.gov
NIHGuidelines@od.nih.gov
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13.12 Recordkeeping
A. The University shall maintain records of theldaling IBC documents:

1. IBC minutes
2. Protocols reviewed and any attachments/amengnoéprotocol.
3. IBC member roster.

B. Length of Time Records Shall be Maintained:
1. All records shall be maintained for a periodabfleast three years. In the
case of protocols and attachments/amendments,htbe years begins three
years after termination of the protocol.

C. Accessibility of Records

All records regarding covered projects shall beeasible for inspection and
copying by authorized government representativeeatonable times and in a
reasonable manner.

14. Non-Compliance Complaints

141 Individuals concerned that there is non-coamge with this policy or any
applicable policies, rules, regulations, and laegarding biological safety in research
and teaching, should contact the EVPR or the Resg&aompliance Coordinator.

14.2 Whistleblower Protection

Complaints are confidential and will remain anonysid@o the largest extent possible.
Law protects such “whistleblowers” protected froneirty retaliated/discriminated
against. University policy further protects whaktlowers from retaliation.

14.3 Complaint/Investigation Procedure

An individual reporting a complaint will remain amgnous to the extent reasonably
possible if so requested by the individual. Afteceiving a complaint, the EVPR will
conduct an initial investigation to determine wlestlthere is any credible evidence
substantiating the claim. This initial investigatiand an accompanying report shall be
completed within 10 days from receipt of the commylawithin that time period, if it is
determined there is any credible evidence substamdithe claim, EVPR shall draft his
or her decision to conduct a further investigatiorthe aforementioned written report
that includes what evidence has been found so @mce a decision has been made to
begin further investigation, the IBC, as well ag garty who has been accused of
culpability for the animal welfare violation, shdle notified if they have not already
been so informed. Within 7 days from the determmmathat there is evidence of a
violation, the IBC Chair shall appoint a subcomeettto further investigate the
complaint. The subcommittee shall conduct a thghoinvestigation to be completed
within 30 days of its appointment to gather infotima about the complaint. At the end
of these 30 days, the full IBC shall be convenethgar the evidence surrounding the
Updated and Re-approved 03/23/2023 Page 45 of 97



complaint, as well as withesses and anyone, agaimstn a complaint has been lodged,
If such accused persons desire to be heard.

The IBC shall decide:

* The investigation did not reveal an issue of nomplance,

* The investigation revealed non-compliance,

* The related aspects of the program require furtnaew

» Other related institutional programs may requingaw.

» If there has been animal welfare violation, angaf what actions must be taken as
well as a timeframe in which such actions shoulcctpleted. If there has been an
animal welfare violation involving research fundeyg PHS, then as soon as possible,
and no later than 10 days from the IBC’'s meetingasunding the complaint, the
committee must write a report as described in 8ecti4.3 of this policy, submit the
report to the institutional official, and the irtational official shall submit the report to
the appropriate PHS Official/Office as determingdibual methods of inquiry.

For any noncompliance, the IBC must prescribe ctisre and preventive action plan
along with appropriate deadlines and reporting ireguents. Such plan should also
include root cause analysis and monitoring plare IBC must also determine whether
the noncompliance meets the criteria “serious otinaing honcompliance” or “serious
deviation” so as to require reporting to NIH.

Notification in Writing:

IBC Chair will communicate, in writing, the result§ the IBC evaluation of a reported
concern to the person(s) responsible for the silmatported, the Institutional Official,
and the person reporting the concern if they weshbe notified of the outcome. The
communication will contain a summary of the con¢éhne findings of the investigation,
determinations of the IBC, and the recommendecdectivie actions/sanctions. The letter
will also inform the person(s) responsible for Hilation reported of his/her option to
appeal the decision by writing the IBC Chair, witHiO days of receipt of the letter
detailing the basis of the appeal and requestimgeting with the IBC.

Appeals:

Disputes regarding interpretation of this policy @ecisions made by the IBC are
referred to the Institutional Official for adjudiaan.
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Appendix A

| Working With Reducing Pain and
Working with Mice | Zebrafish {Danio Distress in
in Research rerio) in carch Laboratory Mice
Settings and Rats

KCU IACUC CITI Training Policy

Working with the
IACUC/
Investigators,

Staff and
Students

Aseptic Surgery

If applicable If applicable

Animal Biosafety

Working With
Animals In
Biomedical

Pl, CO-PI, or Key Research

Personnel :

Conflicts of
Interest
IACUC Study

Animal Care RCR

Student Researcher

Biomedical
Research

If applicable If appl! If applicable

Reducing Pain and imal Biosafety
Working with Mice anic Distress in

in Research ( Laboratory Mice
and Rats

imal Care RCR
Updated 10/10/2022
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Health Information
Privacy and
Security (HIPS)-
Information for
Investigators

KCU IRB CITI Training Policy

Family Educational
Rights and Privacy
Act (FERPA),

Conflict Of
A Interest
Y Not Human
Subject
A Research 4 If applicable Data Or
A Specimens
Research

Data or
Specimens

Social &

Behavioral

Research
Human
Subject

A Research//

Behavioral
Responsible
Conduct of

PP Not Research
according to 45
CFR 46

Conflict Of
Interest

Biomedical
Investigators.

Conduct of
Research

Conflict Of
Interest

Approved 10/10/2022

Updated and Re-approved 03/23/2023 Page 48 of 97
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Appendix B
NIH Lab Safety Monograph

https://www.cambridgepubliche

alth.org/services/requlatory-
activities/biosafety/NIH
Monograph-1979.pdf
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Appendix C

KANSAS CITY UNIVERSITY

BLOODBORNE PATHOGEN
EXPOSURE CONTR®L PLAN
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PURPOSE OF THIPLAN
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PURPOSE OF THEPLAN

The purposeof the Bloodborne Pathogen Exposure Control Planegfter Exposure Control
Plan) for Kansas City University (KCU) is to proreasafe work practices in an effort to
minimize the incidence of illness and injury expaded by employees. Employees of KCU
Occupational Healthcare provigérould refer to that location's Exposure ContrahPl

The Occupational Safety and Health Administrati@SHA) has enacted the Bloodborne
Pathogen Standard with the purpose of "reducingiational exposure to Hepatitis B Virus
(HBV), Human Immunodeficiency Virus (HIV) and othBloodborne pathogens" that employees
may encounter in their workplace.

KCU believes that there are a number of "good gémminciples” that should be
followed when working with blood -borne pathogensjuding:

. It is prudent to minimize all exposures to bloamt+®e pathogens.
. All blood and body fluids should be treated aseptially infectious.

. Our facility should institute as many engineerargl work practice controls as
possible to eliminate aninimizeemployee exposure to blood-borne pathogens.

We have implemented this Exposure Control Plané¢etrthe letter and intent of the
OSHA Blood borne Pathogens Standard. The objati®plan is:

. To protect our employees from the health hazasde@ated with blood-borne
pathogens.
. To provide appropriate treatment and counselirmgikhan employee be exposed

to blood-borne pathogens.
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GENERAL PROGRAMMANAG EMENT
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GENERAL PROGRAM MANAGEMENT

PROGRAM MANAGERS

Biological Safety Officer

RESPONSIBLIPERSONS

There are three major "Categories of Responsibilitgt are central to the effective
implementation of our Exposure Control Plan. Theese

. The "Biosafety Officer" working with the ResearclRompliance
Administrator.

. Department Chairs, Directors and Supervisors
. Our Employees
The following sections define the roles played bagleof these groups in carrying out our
plan.
BIOSAFETY OFFICER
The "Biosafety Officer" will be responsible for el management and support of our
facility's Blood-borne Pathogens Compliance ProgrAutivities which are delegated to

the Biosafety Officer include, but are not limitied

. Overall responsibility for implementing the ExposControl Plan for the
entire facility.

. Working with physicians and other employees toeltgy and administer
any additional blood-borne pathogens policies arattges needed to
support the effective implementation of this plan.

. Looking for ways to improve the Exposure Contriai? as well as to
revise and update the plan as necessary.

. Knowing current legal requirements concerritggpd-bornegathogens.

. Acting as facility liaison during OSHA inspectians
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. Coordinate training to all employees who havepgbtntial for exposure
to blood-borne pathogens.

. Assist facility management in keeping an ongoipdated record of
personnel requiring training.

. Maintains appropriate training documentation saghisign-in sheets".

. Annually reviews the training program with depagtmh chairs and
directors to include appropriate new information.

DEPARTMENTCHAIRS ANDDIRECTORS

Department Chairs and Directors are responsibleXposure control in their respective
areas. They work directly with the Biosafety Officeand our employees to ensure that
proper exposure control procedures are followed. ikstance, Department Chairs and
Directors are responsible for the collection, hangdbf and disposal of biohazardous
waste generated in their areas, as well as recemgports of exposure incidents of
employees within their department.

EMPLOYEES

Our employees have the most important role in olgo®borne Pathogens
Compliance Program, for the ultimate execution otchhof our Exposure Control
Plan rests in their hands. In this role, they must:

. Know what tasks they perform that haezupationaéxposure.

. Attend the blood borne pathogen training sessions.

. Plan and conduct all operations in accordance authwork practice
controls.

. Develop good personal hygiene habits.
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AVAILABILITYOFEXPOSURECONTROLPLANTCEMPLOYEES

To help them with their efforts, our facility Expaog Control Plan is available to our
employees at any time. Employees are advised «f #viailability during their
education/trainingessions. Copies of the Exposure Control Plan gpeiRk the office of
the Chair of the Safety Committee and in reseabbriatories.

REVIEWANDUPDATEOFTHEPLAN

. To ensure that our Exposure Control Plan is ugédt, the plan will be
reviewed and updated under the following circumstan

. Annually, on the beginning of the academic year.

. Whenever new or modified tasks and proceduregrgriemented which
affect occupational exposure of our employees.

. Whenever our employees’ jobs are revised suchthieatew instances of
occupational exposure may occur.

. Whenever we establish new functional positiongwibur facility that
may involve exposure to blood-borne pathogens.
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EXPOSURE [ETERMINATION

One of the keys to implementing a successful Exmogtontrol Plan is to identify those
employees who may be at risk for exposure to blmatie pathogens, including HIV and HBV,
hazardous materials and waste, infectious waste.

The attached list contains job classificationshaise personnel who may have occupational
exposure to human blood and/or other potentiafigciious materials, possibly resulting in an
exposure to blood-borne pathogens. The Biosafefigedfwill work with department chairs
and directors to revise and update this list assdfi@ations change.

Blood-borne Pathogens means pathogenic microorganisat are present in
human blood and can cause disease in humans. pags®sgens include, but
are not limited to, hepatitis B virus (HBV) and haimimmunodeficiency
virus (HIV).

Hazardous materials and waste - materials, of wthiehhandling, use, and
storage are guided by local, state, or federal la¢ign (for example,

OSHA's Regulations for Blood-borne Pathogens raggrthe disposal of
blood and blood-soaked items; Nuclear Regulatorym@gssion's

regulations for the handling and disposal of radive waste) and
hazardous energy sources (for example, ionizingoarionizing radiation,

lasers, microwave, or ultrasound).

Regulated Waste means liquid or semi-liquid bloadother potentially

infectious materials; contaminated items that worgletéase blood or other
potentially infectious materials in a liquid or seiquid state if compressed,
items that are caked with dried blood or other puadly infectious materials
and are capable of releasing these materials dhanglling; contaminated
sharps; and pathological and microbiological wastestaining blood or

other potentially infectious materials.

Reference: Federal Register — See Appendix
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JOB CATEGORIES TYPE CATEGORY
Executive Administrative Managerial HAZ,HIV & HBV,INF ", 1, 1l
Clinical Research Coordinator HAZ HIV & HBV,INF 1l
Other Professionals HAZHIV & HBV,INF ", 1, 1l
Academic Assistant HAZ HIV & HBV,INF I, 1, 1
Clinical Research Super HAZ HIV & HBV,INF L1
Dir of Clinical Research HAZ HIV & HBV,INF L1
Research Assistant HAZ HIV & HBV,INF L1
Score 1 Coordinator HAZ,HIV & HBV,INF I, 1, 1
Score 1 RN HAZ HIV & HBV,INF i, 1,1l
Technical & Paraprofessionals HAZHIV & HBV ,INF ", i, 1l
Clerical & Secretarial HAZHIV & HBV,INF ", 1, 1l
Asst. Coordinator Score 1 HAZ HIV & HBV,INF I, 1, 1
Clinical Res Coad. Il HAZ HIV & HBV,INF i, 1,1l
OFFP Fell owship HAZ HIV & HBV,INF L1
Research Astt. | HAZHIV & HBV,INF L1
Student As<t. | and 11 HAZ HIV & HBV,INF i, 1,
Student Asst. IV HAZ,HIV & HBV,INF I 11
Skill ed Crafts HAZ HIV & HBV,INF i, 1, 1l
Service/ Maintenance HAZ HIV & HBV,INF 1, Hi
Custodian | and 11 HAZ HIV & HBV,INF 11
Security Officer HAZ,HIV & HBV,INF I, 1, 1
Faculty HAZ HIV & HBV,INF i, 1,1
Ascsoc. Prof Clinical Science HAZ HIV & HBV,INF 1,1
Assoc. Prof OB GYN HAZ,HIV & HBV,INF I 11
Assoc. Prof Surgery HAZ HIV & HBV,INF I, 11
Asst. Dean Clinical Science HAZ HIV & HBV,INF L1
As. Frof Clinical Science HAZ HIV & HBV,INF L1
Astt. Frof OB GYN HAZ HIV & HBV,INF L1
Asst. Prof Surgery HAZ,HIV & HBV,INF [
Prof Surgery HAZHIV & HBV,INF L1l
Prof BS Research HAZ HIV & HBV,INF i, 1,1l
Prof Clinical Science HAZ HIV & HBV,INF 1l
Prof OB GYN HAZ HIV & HBV,INF L1
Research Epidemiologist HAZ HIV & HBV,INF 1, 11, i
Teaching Assistant HAZHIV & HBV ,INF 1,1
Instruction/Research Assistants HAZ HIV & HBV,INF L1
Type: HAZ = Hazardous Materials; HIV&HBYV = Humaminhunodeficiency Virus & Hepatitis B Virus; INF
InfectiousWaste
Legend: Category | = High exposure to hazardousemads and infectiouswvaste
Category Il = Potential exposure to hazardous ni@geand infectiousvaste

Category Il = Little or no exposure to hazardowstenials and infectiousaste
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METHODS OFCOMPLIANCE

We understand that there are a number of areasntbat be addressed in order to
effectively eliminateor minimize exposure tblood-bornepathogens in our facility. The
first five areas we deal with in our plan are:

. The use of Standard Precautions - (formerly knas/kniversal Precautions),
. Establishing appropriate Engineering Controls,

. Implementing appropriate Work Practice Controls,

. Using necessary Personal Protective Equipment, and

. Implementing appropriate Housekeeping Procedures.

Eachof these areas is reviewed with our employees duinair bloodborne pathogens
related training (see the "Information and Trairlisgction of this plan for additional
information). By following the requirements of OSKABlood borne Pathogens
Standard in these five areas, we feel that weeditiinate orminimize our employee's
occupational exposure to blood borne pathogensiah s possible.

A. STANDARDPRECAUTIONS (formerlyknownasUniver®aecautions)

In our facility we have observed the practice ofatflard Precautions" to prevent contact
with blood and other potentially infectious matéxiaAs a result, we treat all human blood
and the following body fluids as if they are knowmbe infectious for HBV, HIV, and
other blood borne pathogens:

* Semen * Vaginal secretions
» Cerebrospindiuid * Synovial fluid

* Pleural fluid » Pericardial fluid

» Peritoneal fluid * Amniotic fluid

+ Saliva Sputum

In circumstances where it is difficult or impossilbb differentiate between body fluid
types, we assume all body fluids to be potentiafigctious.

DepartmentChairs abitectors are responsible to oversee our Standa&chbBtions
Program.
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ENGINEERINGCONTROLS

One of the aspects of our Exposure Control Pldhegsise of Engineering Controls to
eliminate orminimize employee exposures bdod-bornepathogens. As a result, our
facility employs equipment such as sharps disposaltainers, self-sheathed IV
piggyback needles and syringes, and ventilatingriaiory hoods as appropriate.

Department Chairs and Directors periodically woithvemployees to review tasks and
procedures performed in our facility where engimagecontrols can be implemented or
updated.

In addition, the following engineering controls aiged throughout our facility:

. Handwashing facilities (or antiseptic hand clearard towels), which are
readily accessible to all employees who have thergial for exposure.

. Containers for contaminated sharps having theviatlg characteristics:
. Puncture-resistant
. Labeled with a biohazard warning label
. Leak-proof

. Specimen containers which are:
. Leak-proof
. Labeled with a biohazard warning label
. Puncture resistant, if necessary

. Secondary containers which are:
. Leak-proof
. Labeled with a biohazard warning label
. Puncture resistant

. Eye wash stations

. B-D Safety-Lock Syringes
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WORKPRACTICECONTROLS

In addition to engineering controls, our facilityas a number of Work Practice
Controls to helgliminate or minimize employee exposure to blood-bgrathogens.

Many of these Work Practice Controls have beerifacefor some time.

The individuals in our facility who are responsibide overseeing the implementation
of these Work Practice Controls are DepartmentiSlaaid Directors. Thewill work
with supervisors and employees to implement StahBegcautions.

Our facility has adopted the following Work PraetiControls as part of our
Blood-borne Pathogens Compliaf®gram

. Employees wash their hands immediately, or as ssdeasible, after
removal of gloves or other personal protective pongnt.

. Following any contact of body areas with bloodaay other infectious
materials, employees wash their hands and any e#pmsed skin with
soap and water as soon as possible. They also éxgbsed mucous
membranes with water. See Section V of this policy.

. Contaminated needles and other contaminated shegp®ot bent,
recapped, or removed unless:

. It can be demonstrated that there is no feasltdenative.
. The action is required by specific medical progedu
. In the two situations above, the recapping or feeeeimoval is
accomplished through the use of a medical devi@e are-handed
technique.
. Contaminated reusable sharps are placed in apat®pontainers

immediately, or as soon as possible, after use.

. Eating, drinking, applying cosmetics or lip balamd handling contact
lenses is prohibited in work areas where theretential for exposure to
blood-borne pathogens.

. Food and drink are not kept in refrigerators, Ze¥g, on countertops or
in other storage areas where blood or other paigntinfectious
materials are present.

. Mouth pipetting/suctioningf blood or other infectious materials is
prohibited.
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All procedures involving blood or other infectioosaterials
minimize splashing, spraying, or other actions getireg
droplets of these materials.

Specimens of blood or other materials are plagatesignated leak-proof
containers appropriately labeled for handling aiodage.

If outside contamination of a primary specimen tegrer occurs, that
container is placed within a second leak-proof amrr and appropriately
labeled, for handling and storage. (If the specingan puncture the
primary container, the secondary container mugpleture-resistant as
well.)

Equipment, which becomes contaminated, is exanymied to servicing
or shipping, and decontaminated as necessary @untesan be
demonstrated that decontamination is not feasible.)

. An appropriate biohazard-warning label is attachedany
contaminated equipment, identifying the contamid atertion.

. Information regarding the remaining contaminai®iconveyed to
all affected employees, the equipment manufactamred the
equipment service representative prior to handlsegyicing, or

shipping.

When a new employee comes to our facility, or mpleyee changes jobs
within our facility, the following process takesapé to ensure that they
are trained in the appropriate work practice cdstro

. The employees’ job classification, tasks and padoces that he/she
will perform are checked against the Job Clasgibcalist which
we have identified in our Exposure Control Plarthasse in which
occupational exposure occurs.

. If the employee is transferring from one job t@#er within the
facility, the job classification, tasks, and progesk pertaining to
their previous position are also checked againstlist.

. Based on this "cross-checking” the new job clasgibn and/or
tasks and procedures which will bring the employet®
occupational exposure situations are identified.

. The employee is then trained by their superviegarding any
work practice controls that the employee is notezigmced with.
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PERSONALPROTECTIVEQUIPMENT

Personal Protective Equipment is our employeetslitas of defense against blood

borne pathogens. Because of this, our facility ples (at no cost to our employees)
the Personal Protective Equipment that they negudtect themselves against such
exposure. This equipment includes, but islimoited to:

. Gloves (NOTE: Hypoallergenic gloves are availablemployees who
are allergic to the gloves our facility normallyess.

. Gowns

. Laboratory coats (knee-high)
. Face shields/masks

. Safety glasses/goggles

. Resuscitation bags

. Shoe covers

. Hoods/caps

The Department Chairor Director working with emy#es is responsible for ensuring
that all departments and work areas have apprepptsonal protective equipment
available to employees.

Our employees are trained regarding the use ofaffymopriate personal protective
equipment for their job classifications. Additiotiedining is provided, when necessary,
if an employee takes a new position or new job fions are added to their current
position.

To determine whether additional training is need#osk employee's previous job
classification and tasks are compared to thosargrnew job of function that they
undertake. Any needed training is provided by tepartment manager or supervisor.

To ensure that personal protective equipment is g¢wttaminated and is in the

appropriate condition to protect employees fromeptal exposure, our facility adheres
to the following practices:

. All personal protective equipment is inspectedqaically and repaired or
replaced as needed to maintain effectiveness.

. Reusable personal protective equipment is cledaeddered, and
decontaminated as needed.
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. Single-use personal protective equipment (or egaipt that cannot, for
whatever reason, be decontaminated) is disposidtbé infectious waste
receptacle and forwarded to our facilityBnvironmental Services
Department for proper disposal.

To make sure that this equipment is used as efdgtas possible, our
employees adhere to the following practices whengutheir personal
protection equipment:

. Any garments penetrated by blood or other infedimaterials are
removed immediately, or as soon as feasible.

. All personal protective equipment is removed piioleaving a work area.
. Gloves are worn in the following circumstances:
. Whenever employees anticipate hand contact witerpially

infectious materials.

. When performing vascular access procedures.
. When handling or touching contaminated items oiases.
. Disposable gloves are replaced as soon as pileafiea contamination or

if they are torn, punctured, or otherwise losertheility to function as an
"exposure barrier”.

. Utility gloves are decontaminated for reuse unléssy are cracked,
peeling, tone or exhibit other signs of deterianmatiat which time they are
disposed of.

. Masks and eye protection (such as goggles, faeddshetc.) are used

whenever splashes or sprays may generate droplefectious materials.

. Protective clothing (such as a gown) is worn wiven@otential exposure
to the body is anticipated.

. Surgical caps and shoe covers are used in angnitestwhere "gross
contamination” is anticipated (such as autopsiesoathopedic surgery).

E.COMPLIANCE violate these
TOUSEOF To ensure employee compliance with the regulations will
PERSONAL use of personal protective equipment, be subject to
PROTECTIVE compliance will be monitored by disciplinary
EQUIPMENT supervisors and managers. Personnelwho action.
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F.HOUSEKEEPIN
G

Maintaining our
facility in a clean
and sanitary
condition is an
important part of
our Blood-borne
Pathogens
Compliance
Program. To
facilitate this,
there are
schedules for
cleaning and
decontamination
of various areas of
the facility. A
schedule for
cleaning and
appropriate
decontamination
is based on the
following:

e The areato
be cleaned /
decontaminat
ed

e Time of
scheduled
work.

e Cleaners and
disinfectants
to be used

* Any special
instructions
that are
appropriate.

Using this
schedule, building
services and/or
laboratory
personnel will
employ the

following practices:

All equipment and surfaces are cleaned and
decontaminated after contact with blood or
other potentially infectious materials.

» Surfaces are to be cleaned and
decontaminated when they are overtly
contaminated.

» Protective coverings, such as imperviously
backed absorbent paper, will be removed
and replaced when overtly contaminated

» All pails, bins, cans and other receptacles
intended for use routinely are inspected,
cleaned, and decontaminated as soon as
possible if visibly contaminated.

« Potentially contaminated broken glassware

is picked up using mechanical means (such

as dust pan and brush, tongs, forceps, etc.)

Director and Supervisors of building services are
responsible for setting up a routine cleaning and
decontamination schedule and making sure it is

carried out within our facility.

Directors and Supervisors are responsible for the
cleaning and decontamination of accidental spills
in their areas.

Regulated waste (including contaminated
sharps, laundry, used bandages, and other
potentially infectious materials) must be handled
with care. They will be discarded and/or
"bagged" in containers that are:

» Closable

* Puncture-resistant for sharps

» Leak-proof if the potential for fluid spill or
leakage exists

* Red in color and labeled with the
appropriate biohazard warning label (if
infectious waste).

» Located throughout our facility within easy
access of our employees and as close as
possible to the sources of the waste.

* Maintained upright, routinely replaced and
not allowed to overfill.

* Whenever our
employees move
containers of
regulated waste
from one area to
another, the
containers are
immediately
closed and placed
inside an
appropriate
secondary
container (marked
in the same
manner as the
primary container)
if leakage is
possible from the
first container.

Contaminated laundry
is handled as little as
possible and is not
sorted or rinsed where
it is used. If laundry is
sent offsite to a facility
that does not utilize
Standard Precautions,
the laundry must be
bagged and labeled
as set forth above.

Directors and
Supervisors are
responsible for the
collection, handling
and disposal of our
facility's biohazardous
waste generated in
their areas.
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HEPATITIS B VACCINATION, POST-EXPOSURE

EVALUATION AND FOLL OW-UP

HEPATITISBVACCINATION

Hepatitis B vaccine and all medical evaluationgcpdures and lab tests associated
with such vaccination are available, free of chargeall employees who have
occupational exposure to blood or other potentiafigctious materials. A list of job
classifications of persons likely to have such gational exposure is outlined in the
section of this plan entitled "Exposure Determ i

This vaccine is made available at the time ofahiiiring and if the employee chooses
not to take the vaccine at that point in times iavailable on request.

It is the option of the employee whether or notetceive the Hepatitis B vaccine.
However, the employee must understand that hisfluessible occupational
exposure to blood or other potential infectiouserats could result in acquiring
of Hepatitis B virus (HBV) infection.

The vaccination program consists of a series adehmoculations over a six-month
period. As part of their blood-borne pathogensiing, our employees have received
information regarding Hepatitis vaccination, indhuglits safety and effectiveness.

The BiosafetyOfficer is responsible for setting up and operatiogr
vaccination program.

Vaccinations are performed under the supervisioradicensed physician or other
healthcare professional. Employees who have dectoéake part in the program have
signed a declination form to that effect. Employeeshing to be vaccinated can call the
Biosafety Officer to make an appointment.

Booster doses are not currently recommended. Hawiéveutine boosters are
recommended at a later date, such booster doddsewiiade available.
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POST-EXPOSUREEVALUATIONANBOLLOW-UP

It is KCU's purpose to confidentially evaluate, pinglaxis/treat and immediately follow-
up on all occupational exposures to blood and bhays via needle sticks, other sharps
injury, mucous membrane or parenteral contact biitod or other potentially infectious
materials.

Personnel who have exposure to blood or body flafdsnother person (patient or staff)
via "sharps' injury, mucous membrane or percutaseaute, must follow these steps:

e Thoroughly wash wound or exposed area with soapvaatdr. If splashed in
the eyes, flush with copious amounts of water bnea

This process will help to physically remosentaminates

Go to their Doctor or the Emergency Room withinhrs for evaluation and
to obtain baseline blood draws.

Notify Department Chair, Director or supervisor dccupational Health

Officer.

. Supervisor can investigate the incident in a tyrmeanner and
evaluate immediate steps to prevent further in¢slewhere
possible.

Fill out "Employee Incident" form.
. Absolutely necessary for Workers' Compensatiorecame.

. This information will be used to determine effegetstrategies for
preventing future exposures.

Contact the Department Chair, Director or supenfisoprocessing.

Identify source patient when possible. Provide iffisrmation to the
Department Chair, director or supervisor.

. This will help the staff and physician perform acurate risk
assessment.
. The Safety Committee along with Department Chalb wector

will be responsible for reviewing any employee esqpe that
results in a need for a modification of tasks oogedures
performed by that employee.

e Post-exposure evaluation will consist of:
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Documentation of the route(s) of exposure andcttoemstances
under which the exposure incident occurred.

Identification and documentation of the sourcemidadial (when
known).

Serological status will be determined by the follug:

The source individual's blood will be tested asrsas possible and
after consent is obtained in order to determine H&w HIV
infectivity.

When the source individual is already known tartfected with
HBV or HIV, testing for the source individual's kno HBV and
HIV status is not repeated.

Results of the source individual's testing willrhade available to
the exposed employee and the employee will be riméalr of

applicable laws and regulations concerning disclEswf the

identity and infectious status of the source irdiil.

The exposed employee's blood will be collectedaam as
possible and tested after consent is obtained.

If the employee consents to baseline blood catlacbut does not
give consent at that time for HIV serological tegtithe sample
will be preserved for at least 90 days.

. If, within 90 days of the exposure, the employleets to
have the baseline sample tested, such testing beill
conducted.

Post-exposure prophylaxis, when medically indidates
recommended by the U.S. Public Health Serviceamitisist of

. Counseling
. Evaluation of reported illnesses
. Treatment, if indicated should be started witrdrhdurs.
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COUNSELING

Counseling will be provided prior to testing for\Hand/or HBV after obtaining
consent from the employee and the source patiesul® of the source patient's
testing will be made available to the exposed eygdaand appropriate treatment
will be provided. The employee will be informed applicable laws and
regulations concerning disclosure of the identitbd anfectious nature of the
source individual.

INFORMATION PROVIDED TO THE HEALTHCARE PROFESSIONAL

We will ensure that the healthcare professiongdaasible for the employee’s Hepatitis
B vaccination is provided a copy of the federalutagons related to the Bloodborne
pathogens standards located at 29 C.§1R.0.1030.

We will also ensure that the healthcare professeveuating an employee after
an exposure event is provided with:

. A copy of the federal regulations related to theo8lborne pathogens
standards located at 29 C.F.R. §1910.1030;

. A description of the exposed employee's dutiehag relate to the
exposure incident;

. Documentation of the route(s) of exposure anduorstances under which
exposure occurred;

. Results of the source individual's blood testihgyailable; and

. All medical records relevant to the appropriagatment of the employee
that we are required to maintain, including vactorastatus.

HEALTHCARE PROFESSIONALS WRITTEN OPINION

A written opinion from the healthcare professioehluating the exposure will be
provided to the exposed employee. The written opinvill contain the following
information:

Whether Hepatitis B vaccination and Hepatitis Briome Globulin
(Recombivax) is indicated for the employee.

. Whether the employee has received the Hepatitigd8ination.

. Confirmation by the employee's signature thathelsas been informed
of the results of the evaluation.
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. Whether anti-viral agents for HIV are indicated.

. Confirmation that the employee has been told alamyt medical

conditions resulting from the exposure incidentchkhiequires further
evaluation or treatment.

MEDICAL RECORDKEEPING

To make sure that we have medical information atsdgl to the healthcare professional
evaluating the exposure, our facility maintains poamensive medical records on our
employees. TheOccupationalHealthOfficer is resiue for setting up and maintaining
these records, which includes, but are not limitedhe following information:

. Name, department, position of employee

. Copy of the employee’s Hepatitis B. Vaccinatioatss with dates of any
vaccinationsnd place the vaccination received

. Copies of the results of the examination, mediesting and follow-up

procedures which took place as a result of an eyeple exposure to
blood borne pathogens.

As with all information in these areas, we recogrtlzat it is important to keep the
information in these medical records confidenifde will not disclose or report this
information to anyone without our employee's wntt®mnsent (except as required by

law). These medical records will be retained fa tluration of employment plus 30
years.

Page 75 of 97



SECTION VI

LABELS AND SIGNS
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LABELS AND SIGNS

For our employees the most obvious warning of fides&ixposure to blood-borne pathogens are
biohazard labels. Because of this, we have impléetgea comprehensive biohazard warning
labeling program in our facility using labels oktkype shown below. Department Chairs and
directors are responsible for assuring the appaiplacement of labels and signs.

The following items in our facility were labeled:

Containers of regulated waste

Refrigerators/freezers containing blood or othateptially infectious
materials

Sharps disposal containers

Other containers used to store, transport, or lsloipd and other infectious
materials

Laundry bags/containers

Contaminated equipment

On labels affixed to contaminated equipment, weehadso indicated which portion of the
equipment is contaminated.

We recognize that biohazard signs must be posteshteances to HIV and HBV research
laboratories and production facilities. Howeveg thboratory in our facility performs only
waived clinical diagnostic work, which is not coediby these special signage requirements.

BIOHAZARD LABEL
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INFORMATION AND TRAINING
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INFORMATION AND TRAINING

Having well informed and educated employees iseexély important when attempting to
eliminate or minimize our employees’ exposure woldlborne pathogens. Becauselog, all
employees who have the potential for exposurbléod-bornepathogens are put through a
comprehensive training program and furnished wihmaich information as possible on this
issue.

Employees will be retrained at least annually tegkéheir knowledge current. Additionally,
all new employees, as well as employees changiog ¢o job functions, will be given any
additional training their new position requiresthe time of their new job assignment.
Training will be offered at no cost to the employégth the employee being compensated for
their time.

The Biosafety Officer in coordination with the Rasgh Compliance Administrator are
responsible for seeing that employees who haveptiiential for exposure to blood borne
pathogens receive this training through CITI Tragnprogram or other methods implemented by
the Biosafety Officer.

A. TRAININGTOPICS

The topics covered in our training program incluuigt, are not limitedo:

. The Blood-borne Pathogens Standard itself

. The epidemiology and symptomstidod-bornaliseases

. The modes of transmission of blood-borne pathogens

. Our facility's Exposure Control Plan (and wherep@aygees can obtain a
COPY)

. A review of the use ankimitations of methods that will prevent or reduce

exposure, including:

. Engineering Controls
. Work Practice Controls
. Personal Protective Equipment
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Selection and use of personal protective equiprinehiding:

. Types available

. Proper use

. Location within facility
. Handling

. Disposal

. Removal

Visual warnings of biohazard within our facilityaluding labels and signs

Information on the Hepatitis B Vaccine, includiisy

. Efficacy

. Safety

. Method of administration

. Benefits of vaccination

. Our facility's free vaccination program

Actions to take and persons to contact in an eemenginvolving blood or
other potentially infectious materials

The procedure to follow if an exposure incidentwrs, including incident
reporting

Information on the post-exposure evaluation aridvieup, including
medical consultation that our facility will provide
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TRAININGMETHODS

The training is completed through CITI Training gweon at
https:/Amww.citiprogram.org/index.cfm?pagelD=14&0eg-1

RECORDKEEPING

To facilitate the training of our employees, ashaslto document the training process,
we maintain training records containing the follog/information:

. Dates of all training sessions
. Contents of the training sessions
. Names and job titles of employees attending thiaitrg sessions

These training records are available for examinadiod copying to our employees and
their representatives in
https://www.citiprogram.org/index.cfm?pagelD=14&ewn=1 , as well as OSHA and
its representatives
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DEFINITIONS

Blood - Human blood, human blood components, andymsts made from human blood

Blood-borndPathogens - pathogenic microorganisms that areprés human blood and can
cause disease in humans. These pathogens includaréonot limited to, Hepatitis B virus
(HBV) and human immunodeficiency virus (HIV).

Contaminated - presence or the reasonable anadgaesence of blood or other
potentially infectious materials on an item or agd

Contaminatetlaundry - laundry which has been soiled with blmwdther potentially
infectious materials or may contain sharps

Contaminate&hares - any contaminated objective that can peedtie skin including, but
not limited to, needles, scalpels, broken glass, brokpillary tubes, and exposed ends of
dental wires

Decontamination - use of physical ohental means to remove, inactivate, or destroy
blood-borne pathogens on a surface or item to tret pvhere they are no longer capable of
transmitting infectious particles and the surfacéem is rendered safe for handling, use or
disposal

Engineeringontrols - controls (i.e., sharps disposal containgelf-sheathing needles) that
isolate or remove the blood-borne pathogens hdmardthe work place

Exposurdncident - specific eye, mouth, other mucous membranon-intact skin, or
parenteral contact with blood or other potentiaifgctious materials that results from the
performance of an employee's duties

HBV - Hepatitis B virus
HIV - human immunodeficiency virus
Licensed Healthcafrofessional - person whose legally permitted safpgractice allows

him/her to independently perform the activitiesuiegd by the Hepatitis B vaccination and
post-exposure evaluation and follow-up

OccupationdExposure - reasonable anticipated skin, eye, muotambrane or parenteral
contact with blood or other potentially infectiomsaterials that may result from the
performance of an employee's duties

Parenteral - piercing mucous membranes or thelsldner through such events as
needle sticks, human bites, cuts, and abrasions
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PersonalProtecti¥eguipment - specialized clothing or equipment wioyran employee
for protection against a hazard (NOTE: General wadokhes not intended to function
asprotection against a hazard are not considerbe fmersonal protective equipment).

RegulatedWaste - liquid or semi-liquid blood or other poiaty infectious materials;
contaminated items that would release blood orrgibeentially infectious materials in a liquid
or semi-liquid state if compressed; items thatcaked with dried blood or other potentially
infectious materials and are capable of releadiegd materials during handling; contaminated
sharps; and pathological andicrobiological wastes containing blood or other potentially
infectious materials

Sourcdndividual - any individual, living or dead, whob@®od or other potentially infectious
materials may be a source of occupational expasutiee employee. Examples includbest
arenot limited to, hospital and clinic patients; clie in institutions for the developmentally
disabled; trauma victims; clients of drug and atldleatment facilities; residents of hospices
and nursing homes; human remains; and individuds wonate or sell blood or blood
components

Sterilize - use of a physical or chemical procedardestroy all microbial life
including highly resistant bacterial endospores

StandardPrecautions - an approach to infection control.okding to this concept, all human
blood and certain body fluids are treated as ifvkmdo be infectious for HBV, HIV, and other
blood-borne pathogens

WorkPractic€ontrols - controls that reduce the likelihood xpesure to altering the manner in
which a task is performed (i.e., prohibiting recagpof needles by a two-handed technique)
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SECTION IX

STANDARD PRECAUTIONS

SPECIFIC GUIDELINES-OR

KANSAS CITY UNIVERSITY
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STANDARD PREQAUTIONS

General Information

Standard precautions are designed to protect gmgudofrom exposure to
potentially infectious agents through the use afibs such as gloves, gowns,
masks, and protective eyewear.

All patients have organisms present in their badstances such as
respiratory secretions, feces, oral secretionssamnand sometimes urine
and wounds that are causing "colonization" if notéction".

Colonized body substances can be a major resdovoir
Multiple-drug-resistant organisms that can be tmaitted from patient
to patient on the hands of personnel.

Standard precautions reduce the risks of suclsrma&sion by the consistent
use of barriers whenever the employee is likely ciamtact anybody
substance.

Contact not involving blood/body substances, artact with items not
contaminated with such, does not require the ugpeaiéctive barriers.

If unanticipated exposure occurs, wash hands inmtedy, follow KCU policy for

exposure.

If injury (puncture wound, needle stick, or mucowsmbrane exposure) occurs,
report and follow KCU policy for exposure.

These guidelines are the minimum requirementsmecended during controlled
situations, to protect the employee from potentimfectious agents. Judgment
is required on the part of the employee to asdess¢ed for additional barrier
protection in less controlled situations.

Other barriers may be required to protect theepatiuring certain procedures.

If an employee has an open cut or abrasion on hlaeids, they are
responsible for protecting it through the use ofgk.

Sterile technique is to be used during sterile
procedures.

Handwashing remains the number one factor in pitevgthe spread of
infection.
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Precautionary measures in addition to handwasHieg @ontact

. No additional precautions are necessary unless theontact with patient's
blood or body substances, at which time gloves khioeiworn.

. Other departments, not listed, that do not haveam with patient's blood or
body substances do not require any special precaiti

Page 87 of 97



APPENDIX

FEDERAL REGISTER Department ofLabor Occupational Safety and Health

Administration29 CFR1910.1030

Occupational Exposure to Bloodborathogeng-inal Rule
- https://lwww.osha.qgov/laws-regs/regulations/stanaantber/1910/1910.1030
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Appendix D

Office of Biosafety, Biosecurity,
and Emerging Biotechnology

https://osp.od.nih.gov/biosafety-
biosecurity-and-emerging-
biotechnology/
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Appendix E

TEMPLATE FOR LAB-SPECIFIC SOP’S

Laboratories using biohazardous agents must hdwesafety manual available for immediate
reference. Those labs using chemicals must alswidaoa chemical hygiene plan. The
information in this template must be located inrgviab and constitutes that lab’s safety
manual. Listed below are some suggestions for mmédion that could be included in this
manual. Regardless of format used, all informatontained in this template must be included
in the lab’s manual.

Date

Principal Investigator

IBC Protocol No.

Containment Level: BSL1 ABSL2
BSL2 ABSL3
BSL3

Biohazardous Agent(s) Used:
(List all RG-2 and/or RG-3 agents)

Personal Protective Equipment Required:

Immunizations and/or Clinical Baseline Testing Requed:

List of Trained Personnel:

Page 90 of 97



Specific Procedure(s):
(Describe briefly any specialized procedures wdizin this laboratory that are not
otherwise contained in th&llH/CDC Biosafety Manual. Additional sheets may be
attached if necessary)

Emergency information:

(As applicable, provide information regarding ensgrgy procedures and equipment specific to
the lab(s) under your control. Include, evacuatmncedures (e.g., close fire doors, secure
certain equipment, etc.); first-aid kit (locatioontents, maintenance responsibility, etc.); spill
cleanup materials (e.g., location, contents, maamnee, procedures, etc.); (Lab monitors or
alarms (e.g., operation, response, maintenance, etc

Material Safety Data Sheets (MSDS):

Per OSHA, all lab chemical users must know: a) vemat MSDS is, B) MSDS relevance to
their health and safety, (c) where they are locatetihow to readily access them. Labs are
encouraged to maintain their own MSDS for the hdaas chemicals they routinely use.
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Appendix F
Select Agent List

https://www.selectagents.gov/sat/l

ISt.htm
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Appendix G

Biosafety Manual
(BMBL Version 6)

https://www.cdc.gov/labs/pdf/SF

19 308133-A BMBL6_00-
BOOK-WEB-final-3.pdf
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Appendix H
NIH Guidelines

https://osp.od.nih.gov/wp-
content/uploads/NIH_Guidelines.

pdf
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Appendix |

Recombinant DNA Registration
Form

https://www.irbnet.org/release/libr

aries/manage.do?orgld=823645&l
Ibld=774
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Appendix J

IBC Initial-Renewal-Modification
Application

https://www.irbnet.org/release/libr

aries/manage.do?orgld=823645&l
Ibld=774
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Appendix K

Investigator Responsibllities
under the NIH Guidelines for
Research Involving Recombinant
or Synthetic Nucleic Acid
Molecules

https://osp.od.nih.gov/wp-
content/uploads/Investigator Broc
hure_ Recombinant DNA 2021.p
df
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