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Office of the General
Counsel

Apl‘ll 27, 2006 Samuel Putney House

1010 East Marshall Street
PO Box 980116
Richmond, Virginia 232980116
Edward H. Hammond BO4 878-6510
Director Fax B0A 828-6514
' . TDD: 1-800-828-1120
The Sunshine Project ‘
P.O. Box 41987
Austin, TX 78704-0545

RE: Your request dated 15 March 2006

Dear Mr. Hammond:

Pursuant to your request to Mr. David Jones of the Virginia Commonwealth University
Office of Environmental Health and Safety dated 15 March 2006, I am enclosing copies
of the minutes of the University’s Institutional Biosafety Committee for the period since
1 May 2003. Items of a proprietary, personal, or security nature not related to -DNA
have been redacted as allowed by the NIH FAQ document (May 14, 04).

Should you have questions, please do not hesitate to contact me or Mr. Jones. Also, if
you want or need these documents in electronic format, please let me know.

Thank you for your interest in Virginia Commonwealth University.

avid'L. Ro
General Counsel

Enclosures
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Institutional Biosafety Committec

Minutes
Murch 19. 2003

Radiation Oncology
hrad

Nume Department Udun | Scp | Dee | Mar
02 (02 02 &)L-
Dr. Dean Broga Director, QEHS [N Exc
Ms. Kuci Lan Chuang | IRB. VP for Research x |Exc
Dr. William Egglestorn | Assoc. Professor X
Biolagy
\ir. Michsel Elliou Chemical/Biolagical Safety x|
Dr. William Henry Director. Animal Resources Exe
Mr. David Lokr ma | Exc
M, Larry Mendoza Bivsafety Officer X | Exc
Ms. C. L. Jones Anima! Resourees X
Mz David Jones Chemical/Biological Safety X
Dr. Dennis Ohman Chair. Micro/inunenoiogy X
Dr. Harvey Schenkein | Asst. Dean for Rescarch X
Dentistry‘Rescarch
). Robert Stroube VA Dept. of Healih
Dr. Frank Tortorclla Director of Employee Health | x
Dr. Xristotler Valerie Prafessor XX

. &d Wong

Infectious Diseases
McGuire VA Medical Cir

Guests

(e

L The mecting was called to order at 10:03 a.m.

. The mineles were acoepted as wnuen.

11 Ongoing Program Updates

. oot Review - Thse s o st [

B. Laboratory Inspection Progeam - There have been three inspections under the

new proprion There his been o new inspection program instituted in Chemical Safety using
fily information ss upload to a datbase thut witl alfow querics of information. thus being

PDAS.

retter oversight of the labontories.

Vhere were no guests or substitutes.
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C. Autoclave QA Program - Inspeetions will be performied monthly.

D. Dengerous Good Training Program - On March S. there were 26 attendees at the
t2ining. The program has been modified 1o accommodate the new regolations. The
on-line program has a new 2003 edition. To dnte 4 individuats have used the on-fing
training since last quarter. On May 2. Chemical Salety will send Larry Mendozn and
Michaci Elfinit 1o the Safery Pac “Train the Trainer™ presentation on Dangerous good
at the Raddison Hotel,

£ Biological Sufety Cabiunet Program - Dr. Smoke is worktng on gelting a group rate for
the Life Sciences division. The question was asked what would be reguired 10 ges &
group rate for the entire eniversity un the cabinet certifications,

F. Laboratory Training Program - An on-line training program has been developed with §
different modules. There is 3 test at the end of the tmining that is be grnded by the
superviser. Smal training sessions are also offered.  his training will be adided 10
the FACHIC'S Tab training list.

. Old Business

A IRB ~IBC Protecol Review Collaborarion - The Chemical Safety Office is currently
warking with the Office o Compliance to cofloborate review of protocols by both offices.

IV. New Business

A. UNC IBC Sarvey — Dave Jones will email the slide presentation to all
commiites members,
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Institutional Biosafety Committee
Minutes
June 8, 33

8 Meeting was called 10 onder at 10 .,
Il The micutes were upproved with the following corrections:

L. On-going Program Updates

A Prociceo: Review - There wepe § MUAS.—
reviewed.

1. Lzboratory Inspection Program - Brosafery Lab inspection sumbsrs since March 19
are: 61 laboratory spaces mspected, 20 Pls and 9 animat rooms.

D. Autociave QA Program - This was a goud quester. “There are now monthly
inspecuons being performicd. Two sntocin ey have been added to the QA Program,
one in School of Engincering snd one in Sanger Hall,.

Dangerony Goods Teaining Program - There 18 awendocs ai the last platform
preseization and 3 persons trained on-line.  There will be u scssion held on the west
cempus on September 4,

e
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F. Biological Safety Cabinet Program - Seventy-four cabmets were identified to the
Biosalety Officer by researchers interested in reducing certification cost. Mr. Jones
indicated that 1he Biosatety Office will explore cost reduction aplions.

H. Laberatory Training Progrum - The laborstory safety modules on the CBSS website
received over 1000 bits sizce inception. This illestrates the distence leaming concept
tor laboratory szfety s reasonzbly well aeccpted withi: the rescarch community.

1V,  Old Business

B. Office of Compliance/IRB Intcraction - The effort to ger OEHS/CBSS web link on
the Office of Compliance web site has been accomplished, This issue is closad.

s
e

New Business

A. Fucility Safety Plan - The facility sufety plan renewal is duc this guarter.

4 e ek e e e N P R e Skt e Sk At

.
Dr. Harvey Schgfnkein, Chair Dste
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Institutional Bionsafety Committee

Minutes
September 17, 2003
Name Department Sep | Dee | Mar | June | Sep
92 | 02 | 03 | 03 | 0
Dr. Dian Brogs Divector, OF 1S Exc [~ Exc | x
Ms. Knei Lan Chuang, IRB, VP it Research Eac | x A x X
. William Egpleston Anzae, Professor Riology X x X
Mr, Michaei Fllion ChemiczliBiotogy Safety X N % p X
Dr. Wilkiam Heary Directar, Animal Resoureees Fxe | Fxe §x X
Mr. Devid R. Fohr Eac | x A A
My Larry Muendoza ChemicstBivlogical Safety Exe | x X x X
Ms, O L. Jenes Animal Resourges X X A N
Nz, David Jones Chemical‘Biokogical Safery x| O fixe
3 Depnis Ghmen b Chair, Micra’immunolivgy % X x X
i Di. Hanvey Schenkein : Asst. Dean for Research 5 X x X X
¢ Dentistry/Revearch
Dr. Rebert Stroube T§ VA Department of Heaith 7
Dr. Frank Tortoretta Director of Empiovee Heatth \ X Exe 3a fxc
Dr. Knistoffer Valane Professor. Radiation Oncology X x X N
1. ¥d Weng tafeetious Discase
MeGeaire VA Medicat Cur. ' _
Guents ' §

The mecting was calied 1o veder by the chair, D, Hanvey Schenkein,

There were no new members or guests.

removed roms the conuinee since he has not attended any mectings.

Dr. Broga suggested that Dr. Fd Wony be
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01d Business

Pratucol Review -There were 10 MUAs,

Laboratory Inspections - Laboratory inspections involved 33 Pls in 63 Laboratories and 7 ani
rooms.  There were no major deficiencies reported.

Autoclave QA Program - There were no issues to report,

Dangerous Good Training - Four individuals attended the last training session on the medicai
campus. There was a class held on the Academic Campus that was requested by specific
investigators and there was 1o one in attendance.

Riological Safety Cabinets - There are no new issues to report.

Lahoratory Training Program - There were over 1000 hits on the on-line training program on the
OEHS web page. An email will be sent to alf laboratories outlining the important issues that
must be addressed with all laborarory workers including power outages and that ali employees
must have firc extinguisher tmining within the last twelve months. Dr, Broga suggested that a
power outage module be added to the vn-line training.

The Chemical/Biological Safety section (CBSS) has set up its Pendragon program to be used
with its laboratory inspection program. This program allows the CBSS stafT to use hand held
devices to conduct and record laboratory inspections and downlead the information to its on-line
data base. The department is also in the process of hiring a full time indussrial hygienist to work
in the health system.

New Business

AALAC Inspections - The inspection is cxpected to take place on November 24-25, 2003,
OEHS is working with Department of Animal Resources 1o resolve any possible issues.

The next meeting will be held on December 17, 2003, at 10 a.m. ir room 3-037 of Sanger Hall.

o Sadd,

Dr. Harvéy Schenkein, Chair
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Institutional Biosafety Committee

Minutes
Decetnber 17, 2003

Name Bepartment Dec | Mar | Junc | Sep Dec
02 | o3 | o3 |us |03
Dr. Doeun Broga Director, OLHS X Exe N X X
M. Kuei Las Chuang IRB, VP jor Rescarch X X X X
Dr. William Cggleston Assoc. Professer Biclogy X X X
Me. Michael Flling Chemcal/Biology Safety X x X x o
D, Wiltiam Henry Director, Animal Resources Exc | x X exe
M. David R. Lohe x| x X
Mr. Larry Mendozs Chemical'Biological Safesy v X x ¥
Ma. C. 1. Jones Animal Resources \ X A X x
Mr. David Jones Chemical/Biotogical Safety X X X Exc | ¥
Dr. Dennis Chiman Chair. Micraimmunoclogy X X | X
Dr. Harvey Schienkein Asst, Dean for Rescarch X X X X X
Dentistry/Rescarch
Dr. Robert Stroube VA Department of Henlth \
Dr. Frank Tonorella Director of Employee Heaith v [ Bxe |x Exc | ¥
Dr. Kristofler Valarie Professur, Radistivon Oncology X X X A
Guests
ﬂl;:m Bass, DVM Animal Resources
:
!

Fhe mecting was calied to order by the chair. Dr. Harvey Schenkein at 10:07 a.m.
Dr. Lrvin Bass of Animal Resources was sitting in for Dr. Wiiliam Henry.

The minutes were eeviewed and accepted as written,
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On-going Program Updates

{ahoratery Inspection Program - l.aboratory inspections invoived 56 spaces, 13 Pls, and
13 animal rooms {ali AAALAC related).

Auraclave QA Program - There were no notable events this quaner.
Dangerous Goods Training - There were 67 individuals trained on the medicai campus at
the December 3, 2003 tfammg There were 3 individuals who choose to use the

computer training workstation in OEHS.

Biological Safety Cabinet Program - There were no notable events this quarter.

I.aboratory Training Program — OEHS is currently showing 410 labs hiws in our web-
dased laboratory triaining modules program.

Old Business

AAALAC Inspections — David Jones and Lary Mendoza participated in the pre-official
AAALAC inspections.

New Business

Riosafety Manual Revision - The manual has been updated and will be uploaded to the
QEHS web site.

BrDu Webpaye - This has been compteted and uploaded.

Job Huzard Analysis -- This was sent out in October 2003, IACUC is nquxstng that all
ACUC governed Pls complete and return the form before AAALAC amrives.

The next meeting is scheduled for March 17, 2004 in room 1-006 of Sanger Hall.

M Slpdin

Dr. Harvey Schenkein, Chair
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Institutional Biosafety Committee

Minutes
March 17, 2004

Name Department Mar | June | Sep
03 n3 a3 Dec | Mar
03 04

Dr. Dean Broga Birector, GEHS Fae X x N X

| Ms. Kuei Lan Chuang ERB, VP for Research < X »

' [Ir. William Logiesion Assou, Peolessar Biolsgy 3 x

! e, Michael Efliou ChemicalBiotogy Safety x \ X e
Dr. William Heary Director. Animat Resources x X ext
Mr. David R. Lokr \ X X >
Mr. Larry Mendaza ChemicalBivlogical Satety \ b S >
Ms. C. L. Janes i Animal Resources A ' A X X N
Me. David Janes | ChemicalBiologicsl Safsy  [v ix Bxe |9 Y
lir‘ Dennis Ohmun ; Chair, Microdmmunology A i A
Dr. Harvey VSchcn‘-ccin Asst. Dean for Rescarch \ ‘ X X * Exe

Dontistry/Rescurch 1

Dr. Robert Stroube VA Department of Health b X
Dr. Frank Toacria Diractor of Emplovec Heahih: Fxe X Exe | ¥ x
Dr. Kristoffer Vulasie Professor, Radiation Oneology | x b
Guests

Yhe mueting was catled to onder by the David Joncs, Asst, Direcror OEHS/CBSS.

There were no visitors or guests,

The minutes were resiewed and aceepted as written.
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On-going Program Updates

protool Resies - Therswere 4 .o

Laboratory Inspection Program - Laboratory inspections involved 65 spaces, 20 Pls, and 40
animal rooms .

Autoclave QA Program - This was a good quarter for the program and there was general
compliznce in all areas.

Dangerous (oeds Training - There were 31 individuals trained on the medical campus st the
March 3, 2004 training. There were 3 individuals who choose 10 use the computer traitiing
workstation in QEHS.

Biological Safcty Cabinet Program ~ There were to notable events this quarter.

Laboratory Training Program - David Jones reported that the online training module has been
highly used and will be looked at for enhancoments. CBSS bas performed several small waining
sessions in Bloed Borne Pathogens and Dangerous Goods. Larry Mendoza of the CBSS suaif is
currently involved in teaching B1O 300, s course in hiosafety techniques in the Trani Building on
the academic campus.

(ld Business

New Business

CBSS Program Info Sheet — CBSS has developed & new form which outlines all the various
programs associated with them that will be given to all new Pls to the universily. A staff
member from CBSS will go out and meet with the new PI, give them the information, explain
the program and ry to answer any questdons they may have. The Biosafety Officer will send the
informational sheet to the IBC commitee members.

Annual Report - The [BC annual report was provided to NIH for the preceding year,

Dr. Harvéy Schenkein. Chair
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INSTITUTIONAL BIOSAFETY COMMITTEE

AGENDA
June 16, 2004

I. Introduction of Members and Guests
I1. Review of minutes from March 17, 2004, Meeting.
111. Ougoing Program Updates

A, Proweol Review: 30

B. Laboratony lnspection Program: 107

Note on Laboratory luspectinn Pragram: (OFEHS has been direcied to vomplete all laboratory
inspections ducing the balance of the year. The effect of this directive is to defer cansidoration and
implementation of any new injtiatives we might have wished to purswe. During this period, we will
continue to satisfy regulatory, legal. and best management practices within the biosafery program at VCU.
C. Regulated Medical Waste Management Program: Autocluve program was conducted in cach of the
three preceding months, Geeat progress has been made in working with laboratory personnei 1o the point
of substantial compliance from montdt to month. During the past month, there was one autaciave QC
program shich required signiticant intervention, the balance (eleven autoclaves) were compliant with the
(X program.

D. Dangerous Guads Training Program:  Fleven participans in classroom instruction, no waining
activities through the interactive CD. Prior to cach iteration of platierm training. OEHS makes dbroad

distribution of truining dutes both within the university and the health syswean. OFHS has ordsred an
updated version of the taining CD to keep interactive training materials current.

F. Laboratory Traineng Program: Laboreten mspectors are examining luboraton training medule
documentation and recomimending 10 Pls penonael nol traning shouid participate in the web-based
Faining modules.
IV, Old Business:

None
V. New Business:

Nane

' i .
N"d\ &}3‘4&/\

-,

Dr. Harvéy Schenkein, Chair
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INSTITUTIONAL BIOSAFETY COMMITTEE
MINUTES
Seprember I3, UNM

Lo lstracluction of Members and Guests

H. Review or minutes lrom March 17, 20040 mevting and the sctivity updaie which was
circulated 1o committer membership vig email in licu of the June 15, 2004 meeting. The Junce
meeticg was aoi held because of a deanth of considerations which required tull cumnitioe
cunsideration.

H1. Ongoang Piogram Updates

A. Protocol Review: 03 pratixcols were reviewed since 3/17/04 420 MUA&._
B. Laboeatory Inspection Progmm: 213 Inboratories were inspected since /1704, QEHS
his completed inspections within all university laboratosies, with the exception of 10 spaces, It

is likely that somwe of the 10 owtstanding sprces are net Tunctional research facitities. QOFHS will
confirm status ad complete pecessary inspactions by the end of next week 19724/04).

C. Regulired Medical Waste Management Program® Compliance with VDEQ reguiations
is generally being maintined at each university amochave lcation. OFHS conducted a major
cieanout of biohazardous materials and expired chemicals within the Sanger Mall 61h loor walk-
in refrigertior. A second major clean-out action has been scheduled o ovcwr within the Sanger
Hali 17th Hoor walk-in refrigecator within the next two weeks,

D, Dungerous Goods Training Program: 10 stall membuers were centified during 6/02/04
platfarm maining cvent. The WOLOS platform training event was pastponed due 1o eifecs of
wopical storm Gaston. OEHS is currently aticmptng to reschedule the pladform eveot Staff in
dire need aof cedtification will be provided with special training sessions - two such events e
scheduted for 92004 (0 be provided 10 Pathology and Psyehiairy Depts). OBEHS held
dangerous geads tzaining sessions G Pharm/ Tox and Pharmacology — 30 stail members
students were cenificd durfng these events. OFHS also continues 1o offer training via Sunger B2
computer station. anly 2 sttt members completed certilication: throsgh computer station during
the last quarter.
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F. Laboratory Training Programs: The OEHS ¢ watie counter indicated that approximately
BUG pecple have visited the interactive laboratory safety training websile since the beginning of
the vear. QEHS & currenily reviewing the existing mmaining maxlules 1o determine needed
updatesfimproveitents. Revisiom of the waining modules sheuld be completed during the aext
quigicr (hy 12153 OENS offered special biesatety training sessions 1o st and students ol
the PharndTox. Life Sciences, Microbiotogy, and Medicisal Chemisiry depanimenss . QFERS abso
continues o zesist wih the presentaien of Bivlogy 0 1Biotechniquesy and Micrahiology 312
{Laboratery Sufety).

V. Oid Business: Noaw

V. Now Busingess:

A Chemical Fame Howds: The Chemical/Biologicai Safery Office bas been tashed with
idenmifying substamdant hoods and providing wink urders 0 Cuslomer Services 105 necessary
repairs. This new eommitment will neeessitate the dedication of significant anrount of OEHS
talf Bowrs,




2. OEUS has developed a flyer that hghlights all chemical/biological safery-related
programs and notities Pls of basic university requinements. The flyer is being provided to all
new Pls during new faculty orientation.  OENS :taff have atso hegun the praclice of mecting
one-on-one with new Pls (when we receive notification of their arrivali in an effort 1o familiarize
them with university requirements and to assist them in setting up safe work places from day
one.

3. D Tontorella informed the comuniziee that DAR will he sponsoring a comprehensive
arieatation program on 9/27-284% for all new Pls who will be conducting research involving
animals. This will provide another appanunity ta get onr message out to new researchers.

D, lssues Invelving Stdems/Visitors/Volunicers in Research Laboratories: There was an
extended conversation regarding PI requirements prior to atlowing student, visitors (including
visiling researchers), and volunwers into their laboratories.  Aliowing such persons imto the lab
without conducting right-to-know training and disciosure could make the PV tiable should
parsonal injury occur. Where students and visitors are concerned, OEHS mainiains a full sight-
w-know and disclosure policy on its websie.  Procedures to be followed with volunteers.
however, nead 0 be further clarified.  The commintee will reseich olonteer orentation
requirements and discass further at the next meeting (1/15/04),

b i ST p

NI L % N
Dr. Harvey Schenkein, Chair
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INSTITUTIONAL BIOSAFETY COMMITTEE
MINUTES

December 15 2004
§, Introdoction of Members and Guoests

1. Review of minutes from September 13, 2004, Minuwtes accepted with one minor change in
verhage.

{11, Ongoing Pregram Updates

A. Protocot Review: 21 protecols weee reviewed since D91204 (L1 MU-\s;-

B. Laboratory inspection Program: Cycle completed, aext inspection cyele to begin
01/03 /0%,

C. Regulated Medical Waste Managemen! Program:  Compliance with VDEQ repulations
is_generally l;cmg m:umamcd al each university ul@claw im:smm.

0. Dangerous Goods Trzining Program: 40 stall members were centified during two
platiorm training evenis. 30 additional stafl’ members were cenified in three special training
sessions. The software for the computer training station has been updated.

¥, Labormory Traiving Program:  Software glitch which prevented aceess to training
maodules for sone of the campus communizy hus been corrected.  Requirement for participation
of all university laboratory personnel will be enforced during nexi laboratory inspection cycie.
Teining deficiencies will be noted in the laboratory inspection report sont 1o Plsaboratosy
supervisars following their annual inspection. In additional to the compuwer modules OEHS
provided personaihands-on trining sessions 1o several depariments including Microbiology.
Pathology, Pharmlox. and Cardiology. OEHS provided support (lecturing, laboratory
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presentation) on two graduate courses (Micro 512, Phannacy 6i2) and one undergraduate course
(Biology 300).

IV. Old Business

A. OEHS antended Azlantic Coast OEHS Conference during quarter - discussion with sister
QEHSs indicated generally similar handling of Sunshine Project questionnaire.

C. No new comments were made in relation 1o orientation/training policies for students,
visitors, and volunteers.

V. New Business

A. Laboratory Safety Training Modules have been revised and sofiware glitches have been
comrected.

B. CFA Information Page: OEHS is currenily consiructing 10 clear up frequent confusion
and health and safety issues associated with use of CFA in research protocols.

C. IBC Web Site: The VCU Research Office home page currenlly dees not provide
information zbout the [BC. OEHS will construct an 1BC website and work with the Research
Office webmaster to have page posted.

D. New IACUC Biohazard Forms: TACUC is replacing its old protocol review forms with
new forms that were developed with assistance from the IBC. The new forms are much more
coherent (clearly breaks hazards out into three classes: biological, chemical, radintion) and will
prompt the PL. Use of the forms will also facilitate the use of a new “toxic material guide™ which
OEHS plans 1o develop during 2605 to aid Pls during protocol planning.

E. Duval St Demolition: Event scheduled for 07/05, new storage location for chemical

waste will need to be found/developed. 'l‘hc—is one of the pussible locations
cugrentiy under consideration,

.{JL’\ m

Dr. Harvey Schenkein. Chair
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!N‘;’ﬂ'l’t )Tl(}\’ M BIOSAFE.'I Y- OMMI i T hL
MINUTES
'Wm‘t‘h ] G, 00:
fl, int‘rodmtmn of \icmbers and Guests

) 15 Review of minutes from December 15, 2004, There were no conections and the minutes
froen the Decermber 13, 2004 mecting were .m&pzzd without change

1. Ongoing Program Updaies
A Bratocol Review: 23 protacols were reviewed since 12161404 13 MUAS. —
‘ B. Laboraony Inspection Program: As of G311 6403 yearly inspections completed included
o ¢lsboratories with biological concems) and I8 associsted principal investigators.,
C. Regulared Medical Waste Management Program:
(1) Compliance with VDEQ revulations is genceally befag maintained at each

sniversity auoviive location. Biosatery Office continued bmmmhl» mspeciion of MCVH RMW
staging areas. slow progress, still many issues to be resobved.

(2) OFEHS winsferred Ophthalmology Depanmient mised waste (20 boxes of mised
regukited medical waste 2nd preservative containing picric acid) to Duval Building. Waste 10 be
traastened off \uc‘ for disposal by Onys Ine.

1. Dangerous Gonds Training Program: 22 stsll members were centified via platform
trafnmg event and coimputer station.
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 F. Laboragry Tramning Progmm:

{1} Lab safcxy inspections thus far are indicating increasing participation in the OEHS
web-based uaumxg modules, Laboratory inspectors will continue o “hecking compliunce with
training requirements throughout the 2003 inspection cycle.

(2) The soflware problem which prevented aceess (o tmining modules for some of the
campus cotnmunity last year has been cornected. £n additionaf o the compater aiodules. the
Bivsafety Ofice providid biossafety and chemicad salety training to 60 VCU/health system Pls
and inboramrv supen-xsors during three “Safety for Supervisors™ sessions. Cam Jones asked if it
was possible for notification of upcoming Salety lor Supervisors events to e posted on
university schedule - Dr. Broga agreed to goery Amy Henderson (event coordinotor) as o
{casibility.

IV, Oid Business:
A. CFA informuation page has been compleed and poswed 10 OEHS websire,

B. 13C home page has beer completed and posted to OEHS website. Biosatery Office is
currently warking with Research Office o bave H3C home page posted 10 “Resoarces for
Rescarchers™ section of Rescarch Office hoime page. Commitice mmembers were enconttaged (o
visit the prefiminary IRC home page and provide coanmients to Biosafely Office within the nexd
severd dhys < that conunitiee recommendations ¢an be evalusicd and incorperated prior 1o
foral posting an Research Office honwe puge,

CAACUC protocols invobving hazaioss chiemicals gade Tor Pls s under construction.
The eew guide will wid Ply in complering the new hazand assessment sheets which the IACUC
wiil be instituting later this vear. The new shivets will sepanite bichazards, TN A, hazundous
chemicals, snd nelivisotapes which will improve 830 racking smi overcight, D Collins voiced
coneerns regading flaws i the camrent raview process in that DDAR is typieadty mod prowdclend
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hivhazard dssessment pages prior W protocol reviewfapmuval by the IACUC. The Biosalery
Qlfice agreed 10 disecdy comail reviews ta DAR Gor ) TACUC protocols requiring [BC
invelvermenticomment prior to submission t0 IACHC, Dy, Broga, Dr Colliss., and other

Ccommitier membens voiced voncerns regarding subimisston (and resubimission for 3 year
renewal of protocols which are deficient in defining all potental hazards. The Bisatety Oficer
akded that currert OFHS effons at working more closely with Pis, particubiddy new Pls should
help 1o vnprove the guality of protecol subimissions zad fuster an aimesphene of improved
cooperation. Impraved intertacing with DAR on protocal review s should also go a lony way
towarnd impruving sitwaion.

V. New Business:

B. Luboriory Signage: Dr. Callins questianed the commsitice segarding availabibity and
tesponsibility fur posting of kazard signs an laboratory enlrances. The Brosatety Officer
infermed the comnuntee that the Biosafety Ottice had created hazard sign templates {IMS Woad
fil-in documents) which are available at the OFHS website. The signs offer tie full range of
hazand classes, PPE requirements, and other pentinent information. Pls can access QEHS sign
renaures and constuct azand signy which mevt tharr specific necds. Dr. Collins asked the
commitiee wha an the uivensity is responsible for pasting of hazard signs v hereupon the
commtice imdicated tiat posting is the respoasibility of the PL. Cam Jones requested thut OFHS
he responsible for eaking determination of what signage is approprinte. The Bicsatety Otfice
indivateid that OEHS will assist PIs as reguired: however, the primary sesponsibility for signaee
rests with the PLoAdditionally, the Binatety Oftice will continue 1o review signage as part of
i ansual tabontary satety inspection. Cam Jones also poiited vut that hazard signage should
e cerioved or appropriately medified when hazands wre nod in use with affected S,
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INSTITUTIONAL BIOSAFETY COMMITTEE
MINUTES
June 15§, 2005

I. Introduction of Members and Guests

{1. Review of minutes from March 16, 2005, There were no corrections and the minutes from
the March 16, 20035 meeting were aceepted without change.

ill. Ongoing Program Updates

A, Protoco! Review: During the preceding guurter. the Biosafety Office

The commitiet was briefed reaarding kev details (Pl chemical/biohazardous
omments) of cach
protocol. The committee discussed the eXpa review of research pratocols and the following
determinations’/clarifications were made:

I. Hencetorth, the Bivsafety Office will provide quaniezly protocol details o members
via electronic mail at fcast one week prior to IBC meeting dates.  This will sllow members more
time und epporturaty 1o review protocols and prepare comments for the meeting. Members may
alse request additional prowocal information from the Biosafety Office if they wish to clarify
items’conduct a more in depth review.

2. Review of protocols involving significant chemical, biotogical, and ‘or rDNA
concermns will involve entire Biosafety Office (Biosalty Officer. Sr. Safety Engineer, amd
Biosafety Inspector) whenever possible,

3. If the Biosafety Offiee encounters prococals during the quurter invoiving pracedures
or agents for which it lacks fumiliarity'expertise, seleciod members or the full commitzee may be
called upon to assist with review.

B. Laboratory Inspection Program: During the quarter the binsafety inspector conducted
taboratory inspection in 130 faboratories (with biosatety concerns) under 2§ Pis. The toa)
number of biosafety laboratory inspections for the year as of 06:15/0S was 194 spuces under 39
Pis. '

C. Regulated Medival Waste Manugement Peogram:

i1 Compliance with VDEQ regulations is generally being mgintained at cach
university astociave ioestion,

(21 The Bosafety Office continuey bimonthly inspection of MUV H reguisied medical
wasts (RMW) staging wreas. progress continues. assistance from she Epidemiology Dept (Janis
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Ober) appears to by having positive results. Improvement ol hospital RMW sesregation and
puckaging praciices will continue to be focal point,

acess of mov

{4} OEHS is inthe ing the chemical waste storage/handling tacility wo
the former location The Duval Shops Building is
schedaled to be demolished Dy the end of August JU0Y, A new hazardous waste facitits will be
izcorpowted into the parking deck 1o be constructed on the site of the former Shops Building.
Completion date of new chentival waste tacility is estimated 0 be July of 2000,

D. Dangerous Goods Training Program: Quanerly platiorm training/certifivation cvent set
for June 2. 2065 wus cancelled due to exiensive changes i the shipping regulations and the
necessity for the new requirements o be included in the training maserials. Two OEHS swaf(
members aftended’completed certification in comprehensive dangerous gouds Lroining progrem
inciuding ali hazard classificotions. Plattorm waining for shipping of infectious materiats,
diagnostic specimens, and dry ice is set to resume on Sepember 7, 2008, In addition w the
routine infecticusdingrostic training session. OLLIS is considening adding @ second dangerous
goods certilication course which witl concentrate on shipping of hazardous chemicals {10 be
instituted during 2006). The plan would he ta conduct one treining session in Jamuary 1o 2auge
interest. £ there is sufficient interest in these shipping classifications, the chemical and
biological shipping presentation would be alicmated throughous the year.

F. faborstory Training Program;

(1) Sl participation in laboratory safety trining in heing tracked through annual iab
salcty inspections. Laboratary inspectors wili continue checking compliance with training
requirements throughout the 2003 inspection cyele.

(27 lte Biosufety Offiver has received feedback from 2 Bmited number of Pis.
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@ Some Pls have comsmented that the fevel of tmining is far below the expertise of
their laboratory stufls. The Biosatety Officer has advised Pls that they may niake individual
determinations as to which wraining modules e prudent for cach of their employees,

k. Other Pls questioned whether Pls were reguined o complete waining modules,
The Biosalety Ofitcer claniiied that Pls are welcome 10, but not required w0, compiete training
moeduivs. Through preding tesis of thelr employees, Pls are involved in the pricess Lo g great
extent regardless of whether they complete modules on their own,

(33 Parsonabized Training Sessions: The Biosatety Office provided biosulety and
rDNA safety trainity through several sessions presented  individual laboratories during the
guiarter,

V. (id Business:

8. Guide for Developing Protocols involving Hazardous Chemicnls, The guide has been
compleied and posted on (he ORHS website. The Biosafety Utlice will request that the IACUC
Coordinator add direct Hnk 1o the guide on IACUC protocoi sheets. [TACUC is in the process of
changing 1o revised protecol buzandous material revicw forms which were developed by the
Biosafeiy Office.
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V. Now Business:
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C. Human Cell Lines. The Biosafety Offieer reported that new CDC interpretations
(BMBL 4™ Edition) nnd polivics established by several peer univessities ¢all for handling alt
human, prinate, other manumalian, and untested cell fines under 851.-2. The policy changes are
also related to disclaimers isseed by ATCC and other cell fine pravidess which advise handling
saveral cell line products as il they were HIV contaminated. Dr. Valerie and other commitsee
members voiced concers that instititing a poliey requiring all mammalian cell lines o be
manayped at BSL-2 would be quite disruptive and could present a difficult task to laboratories
lacking suitable enpineering controls. The chairman requested that the celd line policy be 1abled
il next quarterly meeting and tasked the Biosetfety Oifice with preparing a report swhich justifies
the action and provides workable solutions for aflowing research 10 comtinue in laborateries
currentdy lzeking suitable engineering conirols. The Biosafery Ollice will develop
recommuendations to be presented at the next quarnieriy meeting..,
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INSTITUTIONAL BIOSAFETY COMMITTEE
MINUTES
September 21, 2005

I. Introduction of Members und Guests

I1. Review of minutes from June 15, 2005, The committer hasd naot received the June 15
minutes. The Jung 15 minutes were sent immediately after the merting by Dr. Broga

M. Ongoing Program Updates

Protoen! Review -

Fhe commitice was SYTHOPSES of
protocels regarding key detmls (P, chenncalibiohazantous agents, iDNA copeerns. Biasafery

otiic<| R ¢ commentst of cach protecol.

Laboratory Inspection Program - Annual cycle complete: 323 “red” labs inspected.
David Jones participated in the semiannual LACUC aniimal cooimn inspections siveep.

Reguluted Medical Waste Management Progrum (RMW)

(1) Compliance with YDEQ regulations is gencrally being maintained ot each university
auixclave locution,

12y The Biosafety Office continues bimanthly inspection of MCVH regulated medical waste
(RMW) staging areas and progress continues

q Improvement of hospital RMW segregation and packaging praciices wi
confinue to & focal point. Copicy of the RMW reports asw sent to MCVH Epidemiology.
Dircctor of Logistics. and the hausckeeping supervisor,

(43 Duval demwlition is complete. Sanger ball loading dack coge is the staging area for
tazandous waste umil the new facility in :hc_building underneath the visitoers deck
can be renovated irenovation work wiil begin within a month). Interim hazardous wase disprsal
casts average S1000-1500 per week for waste pick ep from Sanger Hall.

(30 The Army Corps of Engincers, Narfalk Pristrict, and Region 3, United States EPA conductud
@ sife visit 1o ascentain the status of twe hazirdons waste lreatment. storage, and disposat (TSD)
tacilitics which have been on record since 1991, The parpuose of the visit was 0 determing &f
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these facilities could be closed and removed from the USEPA listing of TSD facilitics. The
existence of these bwo Gacilitics (Sanger hazardous waste cage and Ofiver Hall hazardouas waste
sturage room! are adminisirative anifucts from the <arly 1990°¢ when the LISEPA capveried all
hazardots waste storage sites @ imerin TSD status Tor adminisuative reasons. These siles were
never senwved from the TSI st ang are sull officially carried as TSD fucilities. OEHS is
actively working with the Nozfoik Disuior and the USEPA to have these facilities remaoved [ram
the 1S roster.

Dangerous Goods Training Program - 20 people atended the guanerdy platform
wainingfrenification evens condioted Septembier 7. 2005 and no special Nessions were given,
Oz computer session wis completed ihis quaser.

Laboratury Training Program

(13 Seaff participation in laboratary satety triaing n being tracked through annual laboratory
safety inspections. Out of 323 binsafety laboratarics. 232 parucipated in the progeam.

(N Peronalized Training Scssions: The Biosatety Office conducred cemprehensive hiosalety
training session for Dr, Grant and his staff sgpproximately 20 participants).

IV. Old Business
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New Business

Medical Science Building (MSB)

e et e e e D e D

Human Cell Lines - The Bissafety Officer reported that new CIC intespretations (BMBL 4"
Edition) and policics ¢stablished by several peer universities call for handling all human.
pritnate, ether mamsmalian, and untested cell lines under BSL-2 precautions. The policy changes
are also related o disclaimers issued by ATCC and other cell bine providers which advise
handling several celf line products as i they were HIV contaminated. There was no disscation
amon

commitice mesnbers aftcr reviewing appropriate supporting documestation.

F B -

The next meeting will be beld on December 7, 2005 ot 10 a.m. in room 1-006 of Sunger Hall.
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The tentative meeting dates for 2006 are:

March 15, 2006 June 21, 3006
September 20, 2006 Deccmber 13,2006

All meetings will be beld from 10 10 11:30 am. The ream assigninent will be announced on
we have received the confirmasions.
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Dr. linr«xE Schenkein, Chair
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INSTITUTIONAL BIOSAFETY COMMITTEL
MINUTES

Decomber 7, 2095

I. Introduction of Menithery and Guests

H. Review of ninotes from Scptember 21, 2005, There wen: no comections and the minutes
were accepted without change.

L Ongeing Program Updates

A, Pratecol Review: During the preceding guaner, the Biosatety Office revicwed

The committee was provided with key detils of the
1wsaiery Office review (PL. chemical/biohazardous agenis, tDNA conceras, | NG
and conunents) via atachient protivol review mgeting minoles,

B. Laboratory Inspection Prograsy: The annual inspection cycle has been completed,
CBSS s currently prepaniag o initiae 2006 inspection eycle.

¢ Regulated Medical Wiste Managesoent frogran:

i1y Compliance with VDEQ regulations is gencrally being mainained at each
university actoclave location, The Biochemistry Department activated a new orange bag
awovclave facility during the quartee. ‘The Biosafety is currently working with the Biachemisuy
Depurtimental contact to being the wnit into compliunce with VDR regulations and university
polcy.

(27 The Biosutety Office continues himwoathly inspection of MCVH segulated medics
wisie (RVEWS staging arcas. probiems continue with RMW seprepation and packaging practices.

(43 Joint Commission on Aceraditation of Health Care Orpanizatinns (JCAHO)
inapection is expected o tike place witbin MCVH in January of 2006, CBSS is cunreatly
working closely with the hospital 1o ensure thas MSDS< and other documentgiion are in order.

) Dungerais Gouds Teaining Program: Quanerdy plaform waininzfceriilication cvent
was cancducted on Novesnber 30, 2005, Nincteen universuy and hospitet empioyees anended the
cvem
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Fo Lahoratery Traimng Prognm: Revision of the sruinimg modudes in cumently i progress,

1V, Ok Business:

A EPA e inspection: CBSS reecived an ieitial deatt of the findings of inspections
conducted at both university chemical waste staging areas from the Army Corps of Engincers on
September 12005 Whele the initiad repent was encauraging. the Corps of Engineers indicaied
thae the Tinal decsion on renreval of the Sanger asd Ofiver sites Do the EPATSD hiseresis
with EPA Region HiL

V. New Business

AL Office of Kesearch Representative. Amy Clhiaung was officrally welcomsed as a new
member of the 18C, she will serve as representative for the Office of Rescarch.




*

..........

© s GL D Buck: New protacol involving Cryprasporidium pancs. The Blosifery Office and
© D Collins worked with Dr. Buck ta dculop SOPs and bealth and safely measures Tor upwmmg
" vaecine research involviag miceand C parvunsiafection. Dr. Back will incorporate these
precautions into the M[!.MIACUC protocols.

H. A new “Unethane Informaion Piige” has been posted on then CBSS website, Urethane
B buen ctegorized as o known mutagen and a suspected human carcinogen. In tight ofa

pumber of secent protocol wbmumou.s invalving the administration of urethane as a surgical

anesthelic, the Biosafety Office opted 1o create an information page w aid researchers in
developing promeols with compiete health and safety informastion. The Urethane Informaticn
Page has bc.u! j‘nﬁl&l on the CBSS webnite

(htip S s voeduiocshclosndealiosfe/anctane pdi.

’ -
‘1
'v_l

[ \

D Hm vcu Sehebkein, Chadr
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1. Hubab: b vévo research involving lentivirus, The Riosalety Office and Dr. Collins
worked with Ds. Hu to develop SOPvhealth and safety sicasures for upceming project involving
admunisiration of lentivirus 1o rabbits. Dy, Ho will incorporate these precasiions into the
MUAJMACUC protocals,

F e Chaltznm. New protocel approved at BSL-2+. The Biosalely Otfice recently
approved un MUA submetted hy Dr. Chzlfant involving rescurch ctilizing “PAN spevitic”
revrovinises, The MUA was intially submotied a1 BSL-3, 2 inspociion ol ihe proposed research
tocagion 18anger Hail 2 haor vieus reonm) revealed that RSE -2+ was the highest vbhtamabsde
biosafely teseh. A roview ol the RMBL roveadesd that BSE-2+ condittoss weree suitable for the
manipuiatoss Histed on the MUAL The Plresubaminied the MUA a BS{-2+ and the projecod was
approved by the Biosaletly Office. The Bunatety Otfice has inforused Dr. Chialfunt that 2
thoroegh laboratory sadeny inspection will be eeguired prior to actaal rescarclt imvolving the pen-
sprectlic e arus,



