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Safety Policies and Standard Operating Procedures

The practice of biomedical research is governethstjtutional policies, appointed committees,
general andpecific standard operating procedures and the expertise of a professional safety, health and
environmental management operational group.

Institutional Policies. Policies pertinent to the conduct of the safe practice of biomedical research are
located orthe Wake Forest Baptist Medical Center EnvirontakHealth and Safety web site,
WEBMC EH&S.

TheManuals, Plans, Policies aRdoceduresection of the Environmental Health and Safety web site
provides access wbroad collection of institutional regulatory documents, including:

Biosafety Manual

Chemical Hygiene Plan (OSHA)

Exposure Control Plan for Bloodborne Pathogens (OSHA)
Hazard Communication (OSHA)

Hazardous Waste Management Program

Personal Protective Equipment

The Standard Operating Procedures for Chemin@ls site providesummary safety informatioior
certain hazardous chemicals used in research laboratories.

An Environmental Health and Safety Management System implementation project began in September,

2011. This initiative will coordinate health, safety and environmg@ntgjramming by creatingn
integrated electronic records management system.
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http://www.wakehealth.edu/ehs/
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Facility Equipment and Description. Wake Forest Baptist Medical Center is an academic medical
center affiliated with Wake Forest University and Wake Forest School of Medicine. Located in Winston
Salem North Carolina WFBMQ@onducts clinical, research and education operations on numerous

campuses:
e Main Campus (Hawthorne Campus)
e Piedmont Triad Research Park
¢ Wake Forest Primate Center
e Multiple Satellite Physician Clinics

The Medical Center uses a braabsortment of personal protective equipment and facilities related
equipment, such as:

Chemical fume hoods

Biosafety cabinets

Glove boxes

Perchloric aid fume hoods

Eye wash and shower units

Chemical spill kits

Ultra cooled freezers (on emergency powéidr use to maintain research samples in the event of
a power outage.

Gloves, shields, safety glasses, laboratory aprons and coats, N95 resgiratdrsaring

protection.

The following plans are maintained as a parinadintaining The Joint Commissiotaadards:

Emergency Management Plan
Life Safety Management Plan
Medical Equipment Plan
Utility Management Plan

The institution maintains curredtssociation for Assessment and Accreditation of Laboratory Animal
Care AAALAC) accreditation.

Safety Committees

Wake Forest Baptist Medical Center and Wake Forest School of Medidines a system of
appointed committees to provide guidance and overiginésearch involving the use of hazardous
materialg(biological, chemical and radiological)rhis oversight extends to faculty and staff and to
potential research subjects (human and aninkaygulty and staff are appointed to these committees
according to their expertise and experience.

Active Committees:

e General Radiation Safety Committee
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The General Radiation Safety Committee (GR&®)ews and approves policies governing
the procurement, use, storage, and dispdsall cadioactive materials and the use of
radiation producing devices. The Committee meets quarterly to review repaudisn
personnel monitoring, incidents and training.

¢ Medical Radiation Safety Committee
The Medical Radiation Safety Committee revigesearch protocols governing the
procurement, use, storage and disposal of all radioactive materials and ramtadiocing
devices within the Environment of Care (Wake Forest Baptist Health). The committee
reviews credentials and approves authorized users. The committee also reviews and approves
research protocols that involve exposure of human research subjectizitey radiation.
¢ Institutional Biosafety Committee

Biosafety Committee Authority Statement

¢ Environment of Care Committee (Environmental Safetyritee)
¢ Chemical Safety Committee

The Chemical Safety Committeeviews and approves research involving hazardous
chemical agents. The committee assesses principal investigator qualifications and
experience, containment equipment and facilities, waaktfzesand waste handling
procedures.

e Institutional Review Board

The Institutional Review Board (IRB) serves as an independent oversight body for the
protection of human research subjects. The IRB has the right to review, approve or suspend
research imolving human subjects. The IRB does not allow those avitadministrative

conflict of interest to serve on the Board. This ensures that the review process is not
influenced by competing business interests of the institution.

e Institutional Animal Careand Use Committee

Authority for the animal care and use program of Wake Forest University (WFU) is
delegated to the institutional Animal Care and Use Committee (ACUC) and the WFU
Attending Veterinarian, who also serves as Director of the Animal Resources Program
(ARP). All personnel involved in the care and use of laboratory animals must adhere to
ACUC and ARP policies and procedurd@hie ACUC is responsible for oversight and
evaluation of the animal care and use program and its components. Its functions include
inspection bfacilities; evaluation of programs and aniraaiivity areas; submission of
reports to responsible institutional officials; review of proposed uses of animals in
research, testing, or education (i.e., protocols); and establishment of a mechanism for
recept and review of concerns involving the care and use of animals at the institution.
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Training Programs

Wake Forest Baptist Medical Center and Wake Forest School of Medicine offer and require a broad
selection obnline and classroom training cours&xamples include:

Hazard Communication

Hazardous Waste

Bloodborne Pathogens (Exposure Control Plan)
Substance Specific,ge Formaldehyde, Glutaraldehyde
Fire and Life Safety

Respiratoy Protection

Engineering related: Arc Flash, Lockout/Tagout, Spitvention Control and
Countermeasures

Infection Control

e Radiation Safety

e Laboratory SafetyLaboratory Safety Training Courses

Information concerning the etoyee hazard assessment process can be acce3saihiag and
Education Homepage

Medical Surveillance Programs

Wake Forest Baptist Medical Centemployee Health Services provideedical surveillance
programdor the following constituencies:

¢ Animal care staff and other workers who are occupationally exposed to animals

e Faculty, staff and others who are exposed to airborne communicable diseases are enrolled in
the Respiratory Prettion Program. This program requires medical evaluation, fit testing
and appropriate training.

¢ Individuals who experience a bloodborne pathogens exposure.

e Specialized groups working with particular biological pathogens, e.g. vaccinia.

Radiation License

The current Radioactive Materialécknse is provided in Appendix IThis license is in the process of
renewal. The prospective Radiation Safety Manual for the new license is provided in Agpendix

Hazard Analysis

Wake Forest Baptist Medic@lenter and Wake Forest School of Medicine is currently implementing
an Environmental Health and Safety Management Systeioh follows the models of IS@®4001 and
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OHSAS 18001.These standards offer strict guidelines for hazard identification, risk assesamd
control systems.

The table below vides a description of each hazard identified, the hazard analysis performed based on
maximum credible event and the plan to minimize or eliminate each hazard and control risk to laboratory
personnel.

HAZARD MAXIMUM CONTROL PLAN
IDENTIFIED CREDIBLE EVENT
e Under the Chemical
Exposure to Chemicals Uncontrolled exposure to Hygiene Plan, the Chemicg
carcinogens, reproductive Safety Committee approve
hazards and highly toxic all work involving
chemicals designate@roups of

hazardoughemicals.

e EH&S conducts periodic
inspections to ensure propg
use and facilitcondition.

. Hazardous Materials

Exposure to Chemicals Chemical Spill Responsdeam
e  Spill Kit on each laboratory
floor
e Under theBiosafety
Exposure to Biological Uncontrolled exposure to Manual the Biosafety
Agents infectious agents Committee approves all

work involving infectious
agentsBSL2 and aboveAt
this time, no research abov
BSL2 isconducted.

e EH&S conducts periodic
inspections to ensure propg
use and facilitycondition

e The Radiation Safety

Exposure to Radioactive Uncontrolled exposure to Committee approves all
Materials radioactive materials work involving radioactive
materials

e EH&S conducts periodic
inspections to ensure propg
use and facilitycondition

Biological Defense Research Program Requirements

This requirement is not applicable.
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Safety Directorés Assurance

Document is provided (signed) as Appendix III.
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Appendix Il: Current Radioactive Materials License

AvA

NCDENR

RADIOACTIVE MATERIALS BRANCH
RADIATION PROTECTION SECTION
N. C. DEPARTMENT OF ENVIRONMENT AND NATURAL RESOURCES

RADIOACTIVE MATERIALS LICENSE

Page 1 of 8

Pursuant to North Carolina Regulations for Protection Against Radiation and in reliance on statements and representations
heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, own, possess, transfer, and
import radioactive materials listed below; and use such radioactive material for the purpose(s) and at the place(s) designated below.
This License is subject to all applicable rules and regulations of the North Carolina Department of Environment and Natural

Resources now and hereafter in effect and to any conditions specified below.

: Wake Forest School of Medicine and : License Type
1. Licensee Name: Wake Forest Baptist Health 3. License No: 034-0158-1 o6
2a.  Mailing Medical Center Blvd. —_— .
Address: Winston-Salem, NC 27157-1023 4. Expiration Date:  December 31,2011
b. Physical Medical Center Blvd. New License X | Routine Corrected Copy
Address: Winston-Salem, NC 27157-1023 Renewal Administrative Termination
¢. Radiation .
Safety Officer: David C. Howell S.a. Amendment No.: 130
b. Issuance Date: May 26, 2011
6. Radioactive Material T Chemical and/or Physical Form | 8. Maximum Amount of Radioactivity and/or
(element and mass no.) Quantity of Radioactive Material which
Licensee May Possess at Any One Time.
A. Any radioactive material A. Any A. No single source to exceed 100 millicuries
between atomic numbers 3 +/- 10% except as listed below.
and 83 with half-lives less
than or equal to 120 days.
B. Any radioactive material B. Any form other than sealed B. No single source to exceed 100 millicuries
between atomic numbers 3 sources +/- 10% except as listed below.
and 83 with half-lives
greater than 120 days.
C. Any radioactive material C. Sealed sources C. No single source to exceed 30 millicuries
between atomic numbers 3 +/- 10% except as listed below.
and 83 plus Radium D and
E, Thorium 230,
Protactinium 234 and
Americium 241.
D. Carbon 11 D. Any D. 5 Curies
E. Carbon 14 E. Any E. 1 Curie
E, Cesium 137 F. Sealed Source (3M Co., M-6D6C) | F. No single source to exceed 100 millicuries
G. Cesium 137 G. Sealed Source (3M Co., M-6B6g, | G. No single source to exceed 100 millicuries
Types 6503, 6504, 6511, 6512 &
6513, Nucletron Model 197.002 or
equivalent)
H. Chromium 51 H. Any H. 500 millicuries
L. Fluorine 18 I. Any L. 20 Curies
i} Gadolinium 153 J. Sealed Source (NAS, custom or J. No single source to exceed 300 millicuries
equivalent)
K. Gallium 67 K. Any K. 500 millicuries
L. Germanium 68 L. Sealed Source (CTI Serv, M-RS & | L. No single source to exceed 50 millicuries
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NCDENR

RADIOACTIVE MATERIALS BRANCH
RADIATION PROTECTION SECTION
N. C. DEPARTMENT OF ENVIRONMENT AND NATURAL RESOURCES

RADIOACTIVE MATERIALS LICENSE

Page 2 of 8
License No.: 034-0158-1

6.

© z K

o

7~

AA.

BB.

CE.

DD.

EE.

FF.

GG.

Radioactive Material

(element and mass no.)

Gold 198
Gold 198
Hydrogen 3
Iodine 125
Iodine 125
Iodine 125
Iodine 131
Iridium 192

Molybdenum 99/
Technetium 99m

Nitrogen 13
Oxygen 15

Palladium 103

Phosphorus 32
Radium 226

Radium 226

Samarium 153

Strontium 90

Strontium 90

Sulfur 35
Uranium 238

Xenon 133

°o z g

o

]

AA.

BB.

CC.

DD.

EE.

FF.

GG.

Chemical and/or Physical Form

PS or equivalent)
Any

Seeds

Any

Any

Seeds (low activity)
Seeds (High Activity)
Any

Sealed Sources

Any

Any
Any

Seeds (Theragenics Corp., Model
200 or equivalent)

Any
Sealed Source

Sealed Source (Amersham/Searle
M-184622)

Lexidronam

Sealed Source (Tracer Lab M-
SIA-20)

Sealed Source (Amersham, M-
SIA-20)

Any
Any

Gas

AA.

BB.

CC.

DD.

EE.

FF.

GG.

Maximum Amount of Radioactivity and/or
Quantity of Radioactive Material which
Licensee May Possess at Any One Time.

500 millicuries
500 millicuries
10 Curies

10 Curies

1 Curie

1 Curie

5 Curies

10 Curies

20 Curies

S Curies
S Curies

1 Curie

5 Curies
No single source to exceed 100 microcuries

No single source to exceed 25 microcuries

2 Curies

40 millicuries

55 millicuries

S Curies
1 millicurie

10 Curies

I1.
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RADIOACTIVE MATERIALS BRANCH
RADIATION PROTECTION SECTION

Page 3 of 8
License No.: 034-0158-1

N. C. DEPARTMENT OF ENVIRONMENT AND NATURAL RESOURCES

RADIOACTIVE MATERIALS LICENSE

6.

Radioactive Material
(element and mass no.)

7. Chemical and/or Physical Form

8. Maximum Amount of Radioactivity and/or
Quantity of Radioactive Material which
Licensee May Possess at Any One Time.

CONFIDENTIAL

KK.

LL.

MM.

Yttrium 90

Cesium 137

Cesium 137

KK. Glass microspheres (MDS
Nordion Therasphere and/or
Sir/Tex SIR-Spheres)

LL. Sealed Source

MM. Sealed Source

KK. 3 Curies

LL. 100 millicuries

MM.

30 millicuries

00.

PP.

QQ.

Radium 226

Nickel 63

Strontium82/
Rubidium 82

00. Radium 226

PP. Sealed Source

Any

00. 10 millicuries
PP, 15 millicuries
QQ. 200 millicuries

CONFIDENTIAL

TL:

Uu.

Copper 64
Bromine 76

Cesium 137

TT. Any

Uu. Sealed Source

1 curie

'EL. 1 curie

Uu. 120 millicuries

Authorized Use:

A.-C,E,H,K,M,0,P,S., Y, EE., GG. and KK.

To be used for medical diagnosis, therapy, and research in humans

in accordance with any applicable Food and Drug Administration (FDA) requirements. Also, may be used for instrument
calibration, student instruction in vitro studies, and non-human studies.

B, /G N Qi Ry Ty X

L., Z., AA.

To be used for therapy and research by radiotherapists who have been approved and authorized by the
Medical Radiation Safety Committee and in accordance with approved procedures.

To be used for instrument checks and calibrations.

D,IL,J,U,V,W,BB,SS., TT. To be used for medical diagnosis, therapy and research.

CC. & DD.

To be used in a high energy Beta Eye Applicator for medical therapy and research in the Radiation Oncology

Dept. as approved by the Radiation Safety Committee and approved procedures.

To be used for research and student instruction.

CONFIDENTIAL
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