Safety Dep’t’ Use Only Material(s) Classification

Loughborough University RefNo; Hazard Group 1
Hazard Group 2 -

Ref No: GMO
CBE/BRA/162 HTA Licensable

The Centre for Biological CBE Use Only

Engineering

FORM CBE-RA-FORM/002. Version 8.0

RISK ASSESSMENT AND PROJECT REGISTRATION FOR WORK INVOLVING
BIOLOGICAL MATERIAL

PLEASE READ CAREFULLY

This form acts to register projects involving the use of Biological Agents and / or Genetically Modified Micro-Organisms, or of ,
materials that may be contaminated with these agents. It assesses the hazards and risks associated with the project as well as v
identifying those at risk and the measures necessary for preventing, or controlling these risks. Please ensure that sufficient detail W
is provided when completing this form and that the relevant written SOPs are referenced where required. Once completed and
approved, all risk assessments must be supplied to all those working within this project. The work described within this form

must not commence until this risk assessment has been completed and approved and that all necessary control measures are in
place. |

Any changes to the work, or the persons involved, must be notified to the departmental Quality Manager (dQM). All changes
requested must be recorded within the risk assessment change control form and may also need to be incorporated within an
amended version of this form. : , ”

A separate risk assessment will be required for assessing risks associated with GMO activities. : ,

Principal Investigator Person conducting this risk assessment

Name: Dr Karen Coopman Name: Harry Finch

Position Senior Lecturer Position MSc Student |
Department: Chemical Engineering - | Department: Chemical Engineering H
School: Chemical Engineering School: Chemical Engineering

The Project Activity

t Change History

Title: Date: ID & Version No Review date
Impact of atmospheric gas plasma treatment on cell survival Click here to Click here to
and growth enter a date. enter a date.

Reference No: "

Start: | 12/03/2018 End: | 17/08/2018

The following declaration must be completed and undersigned by the Principal Investigator or Person Responsible for the project

OAll information contained in this form is accurate and comprehensive

CJAIll workers involved will be instructed that their work must remain within the boundaries of this project registration & assessment

CJAll workers have been given, or will be given before they become involved, adequate training and where necessary their competency
assessed =

CJAll workers have, or will be before their involvement begins, enrolled with Occupational Health for health clearance where necessary

it is understood that this risk assessment shall not be transferred to a third party without the Pl/Supervisor/Line Manager named in this
form either taking responsibility for the new activities, or ensuring that a new proposal is submitted

CJAIl changes to the work covered by this form will be reassessed & the changes submitted dQM before those changes are made to the work

i Sﬂﬁ& Tmzl\/ Signature: > omﬁm,,”d\ , N\A . N O ﬂw

Pink = cells, tissues, body fluids or
excreta

Name:

Purple = mandatory White - for all work Green = non-GM biological agents
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NATURE OF WORK & HAZARD IDENTIFICATION
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INTRODUCTION

1.




infectious/communicable disease agents eg HIV, HBV, HCV, TSEs, HTLV | [CINo
etc. If Yes, provide details.

2.7. Will any clinical history or veterinary screening be provided? [lYes XNo CIN/R

2.7.1. If Yes, detail what this will include:

2.7.2. If Yes, will a policy of rejection of samples from diseased
donors be adopted? Explain:

2.7.3. If Yes, and for human material, how will the information be : CIN/R
disseminated in the course of the project?
2.7.4.If xmm and for human material, will this information be CIves CINo CIN/R
anonymised?
2.8. What is the likelihood of infection of any of this material? Consider | [CJMedium Risk [ILow Risk
the worst case if multiple materials are to be used. [JHigh Risk X None
Go to Q2.9 Goto Q3.1
2.9. If medium or high risk of infection - name and classify the Material type:
biological agents this material could be infected with Agent:
ACDP/Defra
Classification:

2.10. Describe the type and severity of the disease that can be caused
to humans or animals by each of the agents that could be present.

BIOLOGICAL AGENTS (i.e. micro-organisms such as bacteria, viruses, fungi, microscopic m:ao_o.m_.mm:m&

2.11. If non-Genetically Modified biological agent will NOT be used then hatch here Xl and proceed to section 3.1

2.12. List the biological agents to be used Name of agent Strain(s) ACDP/Defra
classification

2.13. Describe the type & severity of the disease that can be
caused to humans, animals or plants by each of the agents and if
relevant, the particular strains in use e.g. colonisation, infection,
allergy, toxin-mediated disease

2.14. Has any strain listed in section 2.12 been genetically
modified in any way? [ClYes [INo Ref No:
If Yes, complete the GMO Risk Assessment form .

€

NOILYYV123d

This section must be completed in all cases

CLASSIFICATION OF HAZARD GROUP

3.1. Are you confident that any non-GM organism, tissue, cell, body fluid, excreta or any X Yes* - Classify as HG1
component thereof covered by this assessment cannot potentially pose a threat to humans
or cause human diseases? [ No

3.1.1. If No, can any non-GM organism, tissue, cell, body fluid, excreta or any component | [ Yes - Classify as HG2
thereof cause human disease and potentially be a hazard to humans but is unlikely to
spread to the community and for which there is usually effective prophylaxis or [J No
treatment available?

3.1.2. If No, can any non-GM organism, tissue, cell, body fluid, excreta or any component | [ Yes — DO NOT USE
thereof cause severe human disease and potentially be a serious hazard to humans and Consult the DSO

that may spread to the community, where effective prophylaxis or treatment may or may
not be available?

3.2. Do any of the materials contain pathogens or toxins covered by the Anti-Terrorism Crime | XINo
and Security Act? : [JYes — DO NOT USE
Consult the DSO

*NOTE: PLEASE READ CAREFULLY

You must only answer ‘YES’ to question 3.1 if you believe that you have sufficient information to be confident that the material(s) covered
by this risk assessment would be of no or of negligible risk to human health even in the event of a total breach of containment all the
biological agents.

ASSIGNMENT OF CONTAINMENT LEVEL CL2

PLEASE READ CAREFULLY

The laboratory Containment Level is directly related to each of the 4 Hazard Groups; organisms categorised as HG1 (lowest
hazard rating) should normally be handled in CL1 facilities (minimum level of containment), and likewise HG2 in CL2
facilities. All projects using HG1 and/or HG2 biological material(s) will be carried out under Containment level 2 (CL2)
within the CL2 CBE Tissue Engineering Laboratory Unit or within the CL2 CBE Laboratory Unit at Holywell for reasons

Page 3 of 9

For use ONLY by the Centre of Biological Engineering under CBE Quality Management System




wasAs Juawaboupyy Ajonp 3§ 4apun buliaauibus [pa1bojoig Jo a11ua) ay1 Aq ATINO 3sn 104

6 Jo y abed
uojjejuswniop
19410 /sd0S ¢P9]]042U0 3¢ SIY} ||IM MOY ‘SIA I Asiy m
0} 90uUd.49)9Yy =
paiedipul uaym paijddns sjie1ap 49ylinj pue paiamsue 3 1SNW UOIII9S SIY3 ul suoisanb ||y 1
{|eL1ew siy3 Jo asn ayi Suiajoaul ainpadold
snopJezey 1souw 3y 94 [|IM JBUM TT'V
ésaoepns Aip uo Ayjigels paseasoul
10 SJUR1IBJUISIP 01 30URISISI "8 SWIO}
Jejnoiled 3say) JO SSaUISNGOU BY] JBAO SBNSSI
Aue 2191 aJe pue swJoj 9A1e1939A ‘saiods
‘82 pasn aq ||Im 1uaSe Jo swio) 1IeYM ‘TT &
$30Uanbasu0d a3yl pun aip 3sayl IYm
uIbjdxa ‘sa4 JI ¢pasn a4 01 sulells ayj 1s3uowe
saoueisisal Snip umouy Aue 94ay} aly 0Tt
{UHM padom ag 0} (S)uase Jo swn|on
:paJols [erjol :uawiliadxs 49d pue uol1eJ3usa2u0d 1saysiy ay1 sl 1Y ‘6t
umouy| §1 ‘(s)asop snoidsjul
whnuwiuiw ay3 pue (3umas Aloleloqe| ayl 01
9S0P SNOI1I9 Ul WNWIULA| (s)eanoy juase jo sweN | 1ueAd|9J) UOIIIBJUI JO (S)21n04 T1V 2qlIIsad "8t
‘S U0I1399s 03 paadoJd pue[x] 84y yoley usyl pash ag LON ||Im 1uase [ed130]01q PaLIPOIAl Ajjedliauan-uou §|
(seisesedopus o1dodsoudiw ‘13uny ‘sasnUIA ‘el1aldeq se yans swisiuesio-oad1w *a'1) SINIOY 1vI1501019
‘wa3sAs aunwwi ay1 fo uo12a304d [DWLIOU Y3 JUIAWNIL A[|DIIUSSS P[NOM S[[9D SD S32UINbasU0I sNoJI3s
Ajjpiauazod anny pjnoa Ainfui uorpbjnaoui-§1as Aub 3oujs papzoy pjn2i34pd D SJU3SIId SIY| "YI0M [DIUSWIISAXS Y] YIM PAIDIIOSSD 3SIMI3YI0
$13310M 10 S13X10M-03 1133 WOLf S||3 10 S[[32 UMO 41ay1 Afipow 1o wiofsun.i) A|21013gijap 24n3nd YIAIN LSNIA S13¥10/ ‘€ ILONx
'SU0INDI3.d [DUOIIPPD UO S[IDIAP 10f 32132014 fo 3P0 g 03 433y *IAPD X3as ainsun Ji :T ILONx
[C]ON []S8A | ¢paureirqo usaq jeaosdde 8331wWI0) S3IY13 Sey ‘Sop 4| '9°9't
4/N élouop
=] 9y} WOJj Paule1qo usag JUdsuod UMM SeY ‘SBA J '5'9'1
4/N -
[ épadnsse aq Ajljennuapluod ||Im moy ‘saA JI ‘'9'y
4/N 921AJBS POO[g |BUOIIEN ‘8°D 924N0S J8jeS Jayloue
= woJj [elda1ew 3uisn Jou Joj uonediyiasni apinoad ‘Sap §l ‘€9
/N «PBAJOAUL $HSLI [e10adS
1 93Ul pue pasn aq ||Im S[BlI91BW S} MOY |1B1SpP ‘SOA JI ‘29
4/N ‘ ,
O 953y} apIA0.d [|IM OYM |1BIBP ‘SIA JI 'T°9'Y
SION [JsoA ésqe| ay3 03 Ss922e YHm Jo \c_ 3upjiom sangdeajjod h.sw>
10 noA Ag paieuop aq spinj} Jo S|[93 ‘sanssil ay3 Jo Aue |[IM ‘91
ONK ‘uIpjdxa ‘saj Ji ¢juasaud Jusde |e2130]01g SNOIHIUSAPE JO
S9AC UOoI1e11USDU0D 3Y3 Ul 3|nsaJ pnod 1ey3l Aem Aue ui pajejndivew
9 B}2J0Xd 40 spinjj Apoq ‘s||992 ‘Sanssiy a8yl ||IM 'S’y
4/N ST W 0§ — |w9 iumous
O iS|9SSOA JO 1aquinp HENLETWEY] 94N3|NJ JO WN|OA WNWIXEW 3y} S| 1eym ‘Suinynd J| ‘v'v
ONK 'Moub 03 pamojp |
SOAL] aq [/Im $24n3|n3 asayl buoj moy Jof pup s{|33 3yl 3qLIasap ‘SaA Ji m
: ¢ <uasald aq s|22 anissiwiad AJH pinod ‘Sunyno jj ey | =
N *SUOI3IPUOI 10YM J3pun M
‘pPa4n3jnd aq [|Im SISe|qouqld "Jusawieall SOAK pup painina aq [[Im (s)]]33 Ya1ym aquiasap ‘saj f] ¢adejd axer | .
ewse|d pue suoilpuod d1eis ‘sexeld [|9M T U0I109S Ul paqlIasap [elalew ay3 o 3ulnynd Aue |[IM ¢’y m
8’0 01 pasdoud pue [ 849y ydiey usyl pasn ag LON [|IM 18403 JO spinjj Apog ‘s[[2d ‘Sanssly [ewiue 1o uewny §| ‘T'y nUn
Bl b R L Ay e 2
<

*auj|diasIp aaupinsso Ajpnb b asodwi 03 pup (12u1qpa A13JDS || SSD|D
D fo asn ay3 "b3) A311693u1l/U0132330.d [DLI2IDW Y2ID3SAI 3INSUS 01 PA3U 3Yy3 SapNJaul SIy1 ‘uoi12aroad 4axyiom o3 Aipjuawajddns




For use ONLY by the Centre of Biological Engineering under CBE Quality Management System

5.1. Might infectious droplets, aerosols Ko Level 2 Biosafety cabinet will be used in a ventilated | SOP-108
or splashes be created, either O N lab with >10 air changes per hour
deliberately or by accident? o :
5.2. Will this material be transported X Yes SOP-005
within the laboratory e.g. between BSC BN Extra care taken when transporting material
& incubator? 2
5.3. Will this material (including waste) X Yes Physically carried between S building and CBE using | SOP-005
be transported locally between sites on 0N double boxing.
campus but outside the laboratory? 2
5.4. Will material(s) listed in sections 2.2 Provide details of material(s) to be shipped.(include
or section 2.3 be shipped to secondary hazardous substances eg dry ice) *Provide
organisations elsewhere in the UK or Qos.% Qmﬁ\.\m\ of mode of transport eg road, rail, reference to
air, sea, postal. .
abroady J Yes *Provide details of the packaging. If material a. \wﬂw\%n:ﬁwh‘nnxsn
#Refor to WHO euidance for transport 5 No classified under the dangerous goods regulation, it
: . must be packaged and labelled in compliance with
of infectious substances: its UN classification and associated packing
http://apps.who.int/iris/bitstream/10665/149288 instruction.
/1/WHO HSE GCR 2015.2 eng.pdf?ua=1
5.5. Will this material be received from B Voo Provide details of the material to be received. What
organisations elsewhere in the UK or X Ne steps will be taken to ensure that the material is
abroad? = correctly packaged.
5.6. Will this material be stored? M <_/._mM Wil be staredin WiCB SOP-005
5.7. Will infectious material be A sealed centrifuge will be used SOP-015
centrifuged? X VYes
O No If a spillage occurs inside the centrifuge the
centrifuge is to be closed and left for 30 minutes so
the aersols can settle before being opened.
Mrm_wﬁ.bwﬂwro%mm_ anrwwﬂoﬂ_w Sloe M <_MM Static incubator will be used
5.9. Are sharps to be used at any stage = Yes Strippette tips will be used to scratch the material
during this activity? e and form wounds, care must be taken not to break
these.
5.10. Are animals to be used in this Procedures: Describe what procedures will be
project? undertaken (e.g. inoculation of animals, harvest of
tissues), who will perform the work and where.
(If Yes, describe procedures involved, if Shedding: Confirm if shedding of viable biological
shedding is possible and additional T i agent Ju%ﬂ&iw (eg \mﬁrﬂ.ﬁm of Sow:\mzwm\ in ?m\mmm
= = = or urine, es, detail the routes of shedding, ris
precautionsor training requlred) X No periods and additional precautions to now;{w\
exposure.
Additional Precautions: Provide details on any other
additional precautions necessary and any additional
training required for those handling animals.
5.11. Will a ﬁm_,:;m:.ﬁmq\ J_oqmmnﬁo_, be 0 v Confirm the size, type and location of the bioreactor.
used to culture a biological agent or £ Describe any supplementary containment measures
material? D No _required ( e.g., the use of a BSC or spill tray).
5.12. Is there any stage within the
experimental procedures when an X Yes Fibroblast cells may be inactivated during plasm
infectious material is inactivated (other | [0 No treatment '
than for disposal)?
5.13. Is there any of the following to be XLiquid nitrogen SOP-031, SOP-
used in conjunction with this project? < Yes Ulonising radiation 032, SOP-013
Cn Yes, B\OS.QN details O No Xl Carcinogens/mutagens
OToxins
OLone working
5.1.4. Are there any conditions o ) SOP-031, SOP-
associated with the hazards described in | X Yes Liquid nitrogen kepl.in stor aw eand when ever ysed, 032, SOP-013
- 5 EE two people must be present in the lab and an
section 5.13 that require additional ] No oxygen monitor must be in place.
control measures?
Page 5 of 9
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pre-treated before leaving the site

] Potentially or known infected lab wastes that
have NOT been pre-treated before leaving the site

Yellow clinical waste bags > clinical waste
disposal (incineration)

X Infected or potentially infected lab wastes that
have been pre-treated before leaving site

Disinfection or sterilisation in the lab site >
orange clinical waste bags > clinical waste

‘8

disposal (incineration)

< 8.1. Are preventative maintenance and monitoring regimes in place for the following laboratory equipment?
W If Yes, detail frequency :
= Inspection, Cleaning/ Monitoring/ Reference to SOPs
2 == = = N/R
> servicing disinfection Alarms
qN,. Centrifuges Inspection, SOP-015 |
m XYes , :
confirmed by Deep clean weekly | Monitored
[CINo
labels
BSCs K Yes _:mnwg_o? . SOP-108 O
confirmed by Deep clean weekly | Monitored
[INo
labels
Autoclaves Inspection, SOP-003 O
XYes , .
confirmed by Deep clean weekly | Monitored
[INo
labels
Incubators K Yes _3muw2_o? Cleaned iFepillage . SOP-005 U
confirmed by Monitored
[INo occurs
labels
LN2 Stores KYes _:muwnzo? Cleaned if spillage . SOP-013 &
confirmed by Monitored
[CINo occurs
labels
Freezers KYes _:muwnzo? Cleaned iF spillage . SOP-031 O
confirmed by Monitored
[INo occurs
labels
m_‘_o_mmm XYes _3mnw2_o:. Cleaned if spillage . SOP-005 L
confirmed by Monitored
[INo occurs
labels
Others (specify) [ClYes 5]
[CINo

‘6

All questions in this section must be answered

9.1. Have all project research workers under taken safety training for working with hazardous or potentially hazardous
biological materials and agents at CL2?

Name of researcher

DNINIVYL

Date training
completed or will
be completed

If No ,please state why

Harry Finch XYes [C1No 02/03/2018
[IYes [INo
[Yes [INo
[Yes [1No
[Yes [INo
9.2. If work involves HTA ‘Relevant Material’, confirm that all project research workers have undertaken HTA CIN/R
training
Name of researcher Date HTA training completed or will be If No ,please state why
completed
Induction On-line In-house
[IYes [1No
[CIYes [INo
[IYes [INo
[Yes [INo
[IYes [CINo
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11. ACCESS

Aj@eipawiw Josiatadns ge

UapIoUl 9Y) 110dal 0] WOYM pue Usym

YIIM Pa.1Ind20 24nsodxa a1aym ysem Ajp1eipawiw]

deos
uoljoe alelpawiw|

Sd0S 01 92ua49)aY

3.nsodxa |ejuapidoe Ue oy dae|d ul sainpadold sy aqlosag

R4

| 8€0-dOS | ON[JSPAK A101e10GE| 31 9PISINO

2s9 ‘82 ainseaw |043u0d AJewnd
0 8€0-dOS ON[]S°AX Aue 9pisino ng Alojeloqe| ayl UIYUM
] 8€0-dOS ON[]S9AX] 93NnJ113Usd BY) UIYIM
O 8€0-dOS ON[]SeAX] 254 a3yl ulyum
/N SdOS 01 92ud49)3Y juawdinbg

[elIa1eW Snoldajul Ajjerzualod Jo snoidajul jo ade||ids yym Suijesp Joj aoe(d ui seanpadoud aly

‘T0T

paJamsue 3¢ 3shw Uoi3d3s siy} Ui suonsanb ||y

10. EMERGENCY PROCEDURES




but not available through the UK Stem Cell Bank)

If Yes, provide details (including dates) and reference to

: - - - evidence of approval.
13.6. Do any of the materials or biological agents listed

require any other licenses? [EVes
(e.g. HSE notification under COSSH; Home Office notification KN

under anti-terrorism, crime and security act; Defra/SAPO 2
license for import of animal products and pathogens etc.

STVAOYUddV "vT

All relevant approvals must be completed before work is started

For work involving HG1 biological agents or materials: Review and approval is required by the departmental Quality
Manager or an authorised, designated member of CBE staff before the work begins. A signed copy of this form must be sent
to the University Safety Office. NOTE: Explicit approval will also be required from the Departmental Biological Safety Advisor
and the University Biological Safety Officer before work begins, if you answered ‘Yes’ to Q13.5.

For work with HG2 biological agents or materials: Explicit approval is required from the Departmental Biological Safety
Advisor and the University Biological Safety Officer (or deputy) before work begins.

For all work involving HTA ‘Relevant Material’: If you answered ‘Yes’ to Q13.1, explicit approval will also be required from
the departmental Person Designate.

If the biological agent has been Genetically Modified this form, (approved by the relevant authority, as above) should be
submitted with the GMO risk assessment to the Departmental m_o_om_nm_ Safety Advisor and both forms forwarded to the LU
GM Safety Committee for final approval.

NAME: : SIGNATURE: DATE:

Departmental Quality Manager or.
other authorised personnel
(please indicate position):

01/05/2018
C AL

Departmental Person Designate (as
applicable):

Departmental Biological Safety.
Advisor;

University Biological Safety Officer (or
Deputy):
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