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 Genetrcally Modified Micro-Organisms, or of
materials that may be contaminated with these agents: [t assesses the hazards and risks associated with the project as well as
identifying those at risk and the measures necessary for preventing, or controlling these risks. Please ensure that sufficient detail
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 charige control form and mayalso 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.

! ;PhD Student

“Position .

’Bé';s‘artm%e‘n" THe g Department:™ Healthcare engmeermg

:Scihoolrji_i. i i’l

School . Wolfson School of lVIechamcal and -
TR Manufactunng Engmeering/CBE

Date: © v .
Click hereto T o C i khere o
Tenteradate .. Lf.ivies entera date

it 29/05/2017 | End:|"30/09/2019 -

The foIIowmg declaration must be completed and undersigned by the Prmclpal Investigator or Person Responsrble for the project
BIAllinformation contained in ‘this form js-accurate and comprehensrve ; : :
: IAll workers involved will be mstructed that theirwork’ must remain wrthm the boundarres of this project regrstration & assessment

lAlI workers have been grven, or WIll be glven before they become mvolved adequate trarnlng and where nec \sary therr competency
assessed o i}

1 olvement begins, enrolled wrth Occupatlonal Health for health: cIearance where necessary :
Ilt is understood that thrs rlsk assessment shall not'be t sferred toa thrrd party without the. PI/Supervrsor/Llne anager named in thrs .
form elther ‘taking responslbllrty for the new. actlvltres, or. ensurlng thata new:proposal is submltted T o

KAl changes {0 the work covered by this form will be reassessed & the changes submrtted dam before those changes are made to the work E
Name: Signature: Date:

Page 1 of 12
For use ONLY by the Centre of Biological Engineering under CBE Quality Management System :




Putple= mandatgry

White ~ for all work

pink = cells,tlssues,bodyfluldsor i
excreta R

NOILINAOYLNI

11 Background & aiim of project

' subphenotype

bThe main aim of this work is to-monitor feedback systems inT celI

| NOTE: Although the workis lntended to be al|gned W|th clmrcal work )
‘on CAR T cells (similar cell source, processing, culturing etc. ) there'will

CAR (Chimeric Antigen Receptor) T cells are an up e
therapy for cancer due to th | ilise
cytotoxicity and genetrcally engineer h|gh spel ﬁcrty ln to them. There
is évidence to suggest that Tcells can condltlon the medlum they are

cultured ln, mﬂuencmg many factors lncludmg growth rate and T cell

culture and thejr mfluence on'T cell subphenotype promotlon

beno genetlc modn‘lcatlon of T cells to express CARs in the labs nor o
work with genetically modified T cells. . '

: 12 DesCrlption of ekperimental procedures

| mitigate this risk. Furthermore, the whole blood will be processed

| All processing steps will occur in H27, Wthh will utilise the BSC,
| contamination.

- 'Recewmg whole blood

Note: Potential infectious agents present in whole human blood can
only be transm|tted via the percutaneous route. Therefore no sharps
will be used at any point 6 isolate T cells from the tissue in order to

within the same day to lsolate the T cell population arid the
unprocessed whole blood will riot be stored in the CBE laboratory.

centrifuge, fridge/freezer and incubator in H27 to prevent any cross’ :

| checked before accepting: Quality assurance and HTA records wnll be

Unprocessed whole blood will be dellvered to the CBE laboratorles and

completed forthe’ relevant samples

Jsolation ofT cells from whole blood

7Thaw of T cells

' Practise, Aseptic Technique and the University Code of Practise (COP),

Whole blood will be separated by densrty gradient in centrlfuge to-
isolate the perlpheral blood mononucleocytes (PBMCs) from the.
erythrocytes, plateléts and plasma. The PBMCs will then be Isolated ‘
through magnetic antlbody ‘separation either by positive (CD3+ or CD4+
and CDS+) ornegative Pap T(CD14+; CD15+, CD16+, CD19+4, CD34+,
CD36+ CD56+ CD123+and CDZ35a+) Mlltenyl isolation kits.

Freeze down of T cells e
The posmvely selected populatlon wrll be frozen down i m FBS and 10% ]
DMSO in aMrFrosty -, :

Vials are place ina37° Cwater bath Contents transferred to T25 flask‘:'

Stenle medlum and medlum supplements W|Il be prepared as per
manufacturer's instructions withina Class blologrcal safety cabinet
and using sterile lab-ware. Autoclave will be used 1o stenllse lab-ware -
as well as decontaminate biological waste, .

‘Frozen cells wrll be clefrosted and seeded mto T25 flasks iri a Class Il
BSC:-

Other assessment and analysis techques '

Flow cytometry, cell counts, imaging.

All procedures will.be conducted in accordance with the laboratory
Quality Management System {QMS) requirements, Good Cell Culture
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Rooms/areas: Cell culture wrll be performed in H27 and analysis of

1.3, Where will this work be carried out? = =
SR R T e D cells wrll take place in H34

el Burldmg(s) Centre for Blologrcal Engmeermg (CBE) ih Holywell Park

Campus. Loughbo ‘ugh e

: ',document'ation ie, protocols)

2.2, List all cells tlssues, body flund or excreta to be’ used For cells mdlcate whether prrmary, contlnuous or finite.

f\Materlal type ‘ Organ source Spemes | Where will it be obtamed from .
: I v i (include country of oigin) -
.-1 Whole blood '_Blood - | Human Cam‘bndgerBlos.,Clence erited, UK :

NOILLYDILLNIAI Q¥YZYH 8 YHOM 40 TANLYN T

: Source/Provider
| "A=Commercial supplier, o

~HTA l/censed Biobank wrth REC approval for generic research use; '

Re_ley ant Matenal type ‘|- c=Other HTA llcensed organlsatlon
SRR . ‘D—Organlsa ion with. REC approva/ forresearch use,
e T Lo | Esimported R - couton
2.Whole blood XA OsHdc.0 D El Ea;;g
2. oo oo - pOadeOcOpOE | o
3. oo oo s oo lPA@BOcOp O | .
B P ‘datdeBcOpOE
5 ‘DA DB OcEDOE -

20D4#sthash.ENTXrB3.dpuf

i

T¥See hittps://Wwi. hta govV. uk/pol|cres/lxst matenals~con5|dered -be- %E2480/ 98re|evant-materral%EZABOAQQ under«human-tlssue—act—'

"2 4 Has any. materlal llsted m sec:"'

n2.2 been genet[cally modlfled in~

“etc, If Yes, prowde details.

any way? : L‘f’ - | RefNo:.
If Yes, complete GMO Rlsk Assessment Form & prowde ReferenCe R '
25 Has any of the material llsted in section 2.2 been identified in the -
list of cross contamrnated/ mrstden jed cell lines? Check HPA WebSlte . ' .
(http /[www.hpactltures.org. uk/m » ra/E50/3B/Cell Lme Cross Cont ‘ElYes e -
aminations 6 Opdf © - CNo
If Yes, prowde detalls of the-route of provenance back to the ongmator DIN/R
1e cell line together wrth d Certrf/cate ofAnaIysrs /dentlfylng the ‘_' : -
“methods used to qualify the cell type. : ol ot ,
2.6, Has any of the material listed in section 2.2 been screened for leYe S"ﬂ'# Samples ares screened for HlV HBV&
mfectlous/commumcable dlsease agents eg HIV; HBV HCV TSEs, HTLV ElNo HCV and certif cate of ana|y5|s s, =

27, W|ll any clmlcal hlstory or vetermary screenmg be provlded?

provided with samples as evrdence

BaYes CINo. DN/R s

1A COA will be. provided with the samples to state - k

2 7~1 fYes, detallvwhat thls wrlI ir

°| they are: free of HBV, HCV and HIV. -

Any samples from drseased donors WI” be
| rejected g
Anonymlsed code only ] l:lN/R

Page 3 of 12

f,f2 7. 2 If Yes, will a policy of rejectlon of sambples from dlseased
" donors be adopted?. Explam' : k ,
2.7.3. If Yes, and for human material, how wrll the mformatlon be
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‘disseminated in the course of the project? , N
| 2.7.4.1f Yes and for humah material, will this mformatlon be Kves CINo. | o -

anonymlsed? S , : : 1
2.8, What is the hkelihood of infectlon of any of thls matenal? Consuder [IMedium Risk X Low Risk
the Worst case ifmultlple matenals are 16 be used Vs [IHigh Risk “. |'LiNone ,

ey C o o Go t0 Q2.9 | Goto@3l
2.9, I medlum or high nsk of mfectron name and classnfy the .| Material type. O
blologlcal agents this matenai could be mfected w:th L .| 'Agent: '
e o E | | ACDP/Defra
| Classification: -

2 10 Descrrbe the type and seventy of the drsease that can be caused R
to humans or animal by each of the agents that could be present.

€

NOILVYYY13d

fluid, excreta organy R 4 Yes* - CIassrfy as HG1
) 7 sea threat to hutnan_s :
or cause human dlseases? RS o « o 4 El No

If No; ¢an any non- GM. organlsm, tlssue, cell body ﬂuld excreta or any component [ -Yes - Classify-as HG2

thereof cause human disease and potentially be a hazard to humans but is unlikely to o
spread to the communlty and for Wthh there is usually effectlve prophylax(s or - : [j No

{reatment available? ' S ‘

3420 No can any nor-GM organism, tissue, cell, body ﬂmd excreta or any component O Yes — DO NOT USE
’thereof cause severe human disease and potentially be a serious hazard to humans-and Constilt the DSO o
~“that may spread to the comm umty, where effective prophylaxrs or treatment may or may
: not be available? . ... ;

3, 2. Do any of the matetials contain pathogens or toxms coVered by the Antl-Terrortsrn Crime | ®No =
and Secunty Acty . , : - R IZIYes ~DO NOT USE"
: : D E ey b el | Consult the oso

=“NOTE PI.EASE READ CAREFULLY . . S
You must only answer YES' to question 3.1 if you be/leve that you have sufflcient Informatron to be confrdent that the mater/al(s) covered -
by this risk assessment would be of rio or of negligible risk to’ human health even in the event of d total breach of contamment all the
blological agents, - : N )

ASSIGNMENT OF CONTAlNMENT LEVEL . ,; E o cLz" o
PLEASE READ CAREFULLY . ‘ ‘ T B
The Iaboratory Contamment Level is drrectly re/ated to each of the 4 Hazard GrOUps, organisms categorlsed as HG1 (/OWest
hazard rating) should normally be handled in CL1 facilities-(minimum level of containment), and likewise HG2 in CL2
facrlltles All pro;ects using HG1 and/or HG2 biological materral(s) will be carried out under Contamment Ievel 2 (CLZ)
within the CL2 CBE Tissue Engmeerlng Laboratary Unit of within the CL2 CBE Laboratory Unit at Holywell for reasons -~
supplemen tary to worker protection; this includes the need to ensure research mater/al protect/on/mtegnty (e g. the use of ¢ a

Class Il safety cabinet) and to impose d quality assurance discipline,”

YN P

ssues, cells, body fluids or excreta will NOT be used then hatch here [J and proceed to Q4.8

"Page 4 of 12
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4.2, Willany culturmg of the material described in section 2 - "Yb | Tcells will be cultured in T flasks: (S|ze stitable
XYes
take place? If Yes, describe wh/ch ce/l(s) will be cultured and | One ,for volume) Cells are suspensnon $0 passage :
under what conditions, . - o2 | will not take place, , :
4.371f culturing, could HIV. permisswe cells be present*? o[ | All blood samplés brought in wrll be screened
Af Yes, describe the ce//s and for how Iong these cultures wll/ be'- —\‘(es .| for HIV ahead of time and therefore samples
allowedto grow. " - - , e 'DNO: o should not contain HIV ¢ permissive. cells -y
T | cellwill be cultured forup to 2 weeks - ;
IO Goh e e Lol e dependmg on expériment requurements.'f- -
4, Itﬁ‘rin'é,'fWha't i's’the?m\a)'('im‘urjn'-VOIU'merof 'cfulturei | Per VeSSel}”:i Number of vessels' o
grown? - , : ‘ 1 e
4.5, Willthe tfssues cells body ﬂu;ds or excreta be . , Ll
mampulated inany way that could. result in the concentratron B e
of adventitious blologlcal agent present? If Yes, exp/a/n , » .
4.6, Wll! any ofthe tlssues, cells or ﬂu sjbe donated by you or- B ST
your colleagu esworking in or with accessto the !abs? : Yf?s,l;l,, NO; o '
. 4.6, 1 Iers, detall_who wrll prowde these e N : ]
s : ' : N/R™
16,2, If Yes, detall h, »the materrals w1|| be used and the M-
speCIal tisks lnvolved* ' ' ~ ; ~ o R ‘N/R
A4.6.3. If Yes, provnderStlflcatlon for not using matenal from A SRR S o
- ‘another safer source eg; National Blood Service ™~~~ |- o oo o IN/R
4,6 4, If Yes, how wnll conﬁden,tlallty be assured?, ‘ : SR =)
. , , , N/R
4 6. 5. lf Yes, has wrltten consent been obtalned from the S { s o
nor il ‘ e L N/R
has Ethlcs Commrttee approval been obtalned? Yesl NoEI i S

*NOTE 1 /f unsure seek adwce Refer to CBE Code of P 'ctlce for detalls on addltlonal precautlons T

**NOTE 2 Workers MUST NEVER culture de' era. tely transform or mod/fy thek’ own. cells or cells from their co- workers or warkers 3
otherwrse ussoc:ated with the. expenmenta/ work This presents a partlcular hazard sinice any self inocu/atlon injury could have potentially
setiotls consequences. as cells wou/d essentially-circumvent the normal protection of thé immune system, ..

If noh-Genetically Modified biological agent will NOT be used then hatch here [Kand proceed to section 5.
4.8, Describe ALL route(s) of infection (re]evant Name of agent . Route(s) Minimum infectious dose

to the laboratory setting) and the minimum
infectious dose(s), if known v k -
4.9, What'isthe highest concentratlon and Per experiment: | Total stored:
volume of-agent(s) to be worked with?

"4.10. Are there any known drug resistances
amongst the strains to be used? If Yes, explam
what these are and the consequences

4.11. What forms of agent will be used e.g.
spores, vegetative forms and are there any
issues over the robustness of these particular
forms e.g. resistance to disinfectants or
iricreased stability on dry surfaces?

4.12, What will be the most hazardous
procedure involving the use of this material? -

S

| For e.q., will a safety cabinet or any other form of SOP038 —
OF 7 the - i | Local Exhaust Ventilation be required? Are there. Biological spill
delibe tely o by acel de’nt?i SR w1 Yes o specific requirements for room ventilation or i response

T Lo . e \ | temperature control?
Biological safety cabinets will be used for all culture
of cells and cells will never be transported in

TOHLNOD ANV SHSIY
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uncovered containers,
Any spills or splashes will be dealt with according to
the Biological Spill Response SOP

5.2, Will this materfal be transported

within the laboratoryeg between BSC o

| Detail the containment measures which will be used

to prevent or contaln accidental splashes or spills.

SOP 005 — Storage
and Transport of

[ No

In the event of no damagé/leakage from the
containers buckets will be opened whilst still in the
centrifuge.

Describe the procedures in place to deal with leaks

= or spillages in the centrifuge or rotor

Any leak or spillage will be dealt with according to
section 5.3 of SOP038

& mcubator? | B Yes | Alltransport of cells will be within closed Biological Agents
: 14:-“No containers, Cells will be within culture flasks, sterile
- - | sealed tubes or covered, sealed plates.
5.3. Will this'material (including waste) : Detail the containment measures which will be used | SOPQ03 —
be transported |oca||y between sites on to prevent or contain accidental splashes or spills. Disposal of
campus but outside the laboratory? © ]+ v f This does not apply to liquid waste. Blological
L Yes | Allsolid waste will be double bagged and (Healthcare)
[1 'No'. | autoclaved according to standard procedure, Waste
S ! Autoclaved waste will then be transported to Gas
~ Pod 2 to the waste bin stored there.
5.4 Will métérlal( ) listed in sections 2.2 Provide details of material(s) to be shipped.{inciude
or section 2.3 be shipped to B secondary hazardous substances eg dry ice) *Provide
organisations elsewhere in the UK 6r Provide de tati/s/ of mode of transport eg road, rail, reference to
] air, seq, postal, )
abroad? o [ Yes - | *Provide details of the packaging. If material is Irsﬁ:;gi;ackmg
" ‘B No classified under the dangerous goods regulation, it
Refer to WH O gmdance for transport ' must be packaged and labelled in compliance with
of infectlous substances ' : -1 its UN classification and associated packing
http; //apps.who. |nt/ms/b|tstream/10665/149288 instruction.
*/1/WHO "HSE-GCR- 2015.2 eng. pdf?ua—l -
5.5, Will this material be received from Provide details of the material to be received. What | SOP0O08 ~ Receipt
organisations elsewhere in the UKor -] steps will be taken to ensure that the material is of Hazardous
abroad? : Ves . | correctly packaged. Biological
- : o No The material to be received will be whole blood. Material
N The packaging will be inspected to ensure that there :
is no damage to the containers in any capacity
o = o ;| before bringing in to the CBE.
'5.6. Will this material be stored? : SOP031 -

' ! _ Cryopreservation
Provide details of how, where and in what this and Storage of
material will stored, If LN2 describe the additional Mémmalian Cell

; .| precautions in place, :
[Z Yes A portion of cells will be cryopreserved in order to Lines
. No maijntain a bank of comparable cells to work with. SOP03,2 T
_Cryopreservation and thawing of cells will be | Resuscitation of
performed according to the relevant SOPs Cryo-preserved
Mammalian Cell
- Lines
5,7, Will infectious matetial be , Confirm whether sealed rotors and buckets will - SOP038 —
centrifuged? always be used. Biological Spill
wom T Sealed buckets will be used at all times when Response
centrifuging whole blood. SOP134 — Use of
Describe where the rotors/buckets will be opened the Sigma 3-15
If there is evidence of damage to the containers the )
. buckets will be opened in the BSC and will be Centrifuge
B Yes disposed of according to the relevant SOP. Buckets
will then be cleaned according to the S0P,

5.8, Are biological samples to be

1 X Yes

Confirm what type of incubator (e.g. shaking or

- static) will be used and describe the measures used

SOP079 — Use and
Maintenance of

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

cultured in an incubator?

R O No. to prevent and contain spillages Heracell CO2

0 . ) i R
S Cells will be ¢ultured in a standard static incubator Incubator
S o at37°C -
5.9. Are sharps to be usod at any stage {3 Yes Describe the sharps, justify thelr use and describe
during this activity? X 'No the precautions in place to protect the user and
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others from injury

5 10 Are anlmals to be used in thrs
pmJect? :

(If Yes, descr/be procedures Involved If: 1.
| Yes
1 & No

| periods and additional precautions to control

sheddmg is possrble and, add/tlonal
precaut/ons or trammg requlred)

Procedures: Describe what procedures will be
undertaken (e.g. inoculation of animals, harvest of

| tissues), who will perform the work and where.

..+| Shedding: Confirm if shedding of viable biological
#4) agentis possible (eg at site of inoculation, in faeces
|| or urine) If Yes, detail the routes of shedding, risk

exposure.

| Additional Precautions: Provide details on any other
| additional precautions necessary and any additional

training required for those handling animas.

5, 11 erl a fermenter/bloreactor be'i’”{"'” ' :
Ll Yes

‘ | Confirm the size, type and location of the bioreactor.

«control me ures? ey

section5.13 that requnre addltronal

| R No

USEd to culture a blological agent or..- : Describe any supplementary containment measures
materlal? B No required ( e.g., the use of a BSC or spill tray).
5 12 s there any stage wnthm the E . ‘
experimental procedures when an - Cl*Yes | Describe haw will this be done and what will then
mfectlous matenal is: mactlvated (other | B No:=: | happen to the material
‘than‘for d:sposal) A )
B543/1s there any of the followmg £o. be ' SOP013 — Use and
-usedin conjunct!on W|th thlS pro;ect? v Maintenance of
,/f Yes, prowde deta/ls RLiquid nitrogen Liquid Nitrogen
(lonising radiation Stores
= - 7 [Icarcinogens/mutagens SOP031 ~
o OlToxins Cryopreservation
’ B Yes” | ®Lone working and Storage of
- L P El No-:.+| Liquid nitrogen will be in the dewers used for Mammalian Cell
E e cryostorage. No liquid nitrogen will be handled in Lines
. s this experiment. Lone working may carried out at SOP032 —
, certaln points, a separate risk assessment will be Resuscitation of
filled in for this. Cryo-preserved
! - Mammalian Cell
) = ' Lines
5 1:4, Are there any condltlons i Describe the control measures required to prevent
associated, with the hazards clescrlbed in | 03 Yes hazards e.g. avoiding incompatibilities with -
: E disinfectants (e.g. Virkon) or hazardous product

decomposition associated with high temperatures

.| e.g. autoclaving

9

INIFDAH ANV Idd

Control measure- - -

\ l" gloves be wom?

| Atall times in the laboratory.

SOP037 — Use of

:’ype and where Wl” they be '

Nitrile gloves available in the first chahge of the CBE labs.

Lab coats will be worn at all times in the laboratory.

ordlsposal? Py

Lab coats are stored in the CBE labs first change. Lab coats

‘7 are cleaned regularly; this is arranged by lab managers Kul
| Sikand and Carolyn Kavanagh.

6.5 Is any other type of i
At Yes; provide detalls

> E torbe used?—;,;
i * o similarly available in the first change.,

Shoe covers will also be worn at all times in labs and are

avaﬂable and where they are located

6.6 Describe the lab. hyglene facrlmes A

There are hand washing stations in first change and in H26
| which links the main corridor to H27. At each station
there is a sink, hand soap, paper towels and a maintained

"'7 supply of gloves,

Personal -
Protective
Equipment (PPE)

v

(Note that aII d/fferently treated wastes must l Treatment prior to dlsposal Lo ‘ | Isthe

| Reference to

For use ONLY by the Centre of Biological Engineering under CBE Quality Management System
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7.2. If waste is to be autoélaved confirm the following:

be included e.g. if some liquid is autoclaved, treatment 'SOPs/ other
biit athers not; then describe both) ™ = ) i validated? = documentation
Liquid waste ' "Ensure sufficient Virkon tablets are E ‘ ‘
' added for the volume then for 24hrsin a
-labelled contained detailing at what bdYes [iNo ey
point disposal is possible, .
solid waste REA - | Autoclaved using the appropriate cycle,
cycle 4 for dry waste or cycle 5 for dry ; :
waste with some liquid. It is anticipated | .- ,
. )E s
that cycle 4 will be the main autoclave IYes LINo
route as liquid waste should be R
e 7 effectively disposed of as detailed above, |- oo i oo
Other {specify) “[Yes XINo

All cycles have been vahdated for the actual
load types used? - , -

of the validation must be

! : I . Yes X1 No [
' S avcr/lable .

If Yes, dbca}ﬁenfdry eviderice -

] sOP024 — Use and
1 Maintenance of

Systec VX-95
Autoclave CBE044

.1 SOP025 — Use and

Maintenance of

| Systec VX-95

Autoclave CBE045

The successful completron of every load is
checked pr:or to dlsposal?

Yes Ne 1 L

S0P024 — Use and
Maintenance of
Systec VX-95
Autoclave CBEQ44 .
SOP025 — Use and
Maintenance of
Systec VX-95
Autoclave CBE045 |

7.3, How will liquid waste be dtsposed of?

SOP003 ~ Disposal

To draln? o
CEEo of Biological
Yee BaNo [ (Healthcare)
. : . Waste
As solid waste? Yes [ No X

Other (speufy)

Yes (1 No -

. 7 4. How will SOlld wé: te be dlsposed of? .

‘Waste stream:

Categorlsatlon Disposal method T

T sharps

Yellow/Orange Ildded sharps bln = autoclave
sterilisation if known oF potentlally mfected 5
| clinical waste disposal. (mcmeratlon) i

L1 sharps contaminated with cytotoxic or
cytostatic material

Yellow/Purple lidded Sharps bin>clinical waste
disposal {incineration @ 1000C)

X Hurhan body parts, organs ‘including blood bags
and blood preserves and excreta that have been
pre—treated before leaving the stte

and labelled ‘HTA waste

| Disinfection or sterlhsatlon in the Iab site >
YelIow/Orange lidded. rlgtd one way sealed
tlsSue bins > clmlcal waste cllsposal (incmerataon)

#Human tlssue waste must be placed in
separate contamers from non human waste

VEIVAnimal body carcasses or recognisable parts
‘that have been pre-treated before leaving the site

Disinfection or stenlisatloh inthe Iab srce >
Yellow/Orange lldded ngld one'way sealed
tissue bms 5 chmcal waste dnsposal (incmeratlon

O Potentially or known Infected lab wastes -~
contaniinated or potentially contaminated with dlsposal (lncmera tlon)

Yellow/Purple cllmcal waste bags > climcal waste

cytotoxic or cytostatic material that have NOT been |

For use ONLY by the Centre of Biological Engineering under CBE Quality Management System
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pre~treated before leaving the site. .- ;
RE ally or known infected I Iab wastes that o Yellow cllnlcal waste bags chmcalwaste o
e - ridnsposal (rncm Sration s |,
= 'lnfected or potentnally mfected Iab wastes thatj : Disinfection or sterilisation in the lab site >
}have been pre~treated before leaving snte S -,;orange cllnlcal waste bags > cllmcal waste .-
: o e disposal (incineration)
»®
£
= ,
= : - - - - - L
= g ‘lnsp,ection, Cleaning/ Monitoringli e "Referen,ce 1o SOPs |- i,
z Comm e L | TETerene P L NR
> servicing: disinfection Alarms o o
51 Centrifuges SOP134 — o
o ; -| Inspection during Maintenance of
e TR ‘ We'ekly lab duties. | Performed ( the Centrifuge in
o ~®Yes ) e .
sEe e TR ‘EIN carried out by flab | according to the H27
: E | HiNo. users. Annual relevant SOP SOP004 — General
| servicing. Laboratory
R RO : v Housekeeping L
BSCs o ¢ Alarms are present | SOPO09 —Useand | C1-
SR RN o on the BSCs to Maintenance of e
inform if the sash'is | the HERASAFE KS
. . Before and after
= Inspection during every use the BSC not at the correct Class Il BSC
oo~ oo weekly lab dutles ) .y ) height. Display in SOP004 — General
KYes - ; is wiped down with . ~
==k carried out by lab the BSC can detail Laboratory
1:50 chemgene , \ o
users, Annual . the level of air flow | Housekeeping
: - and is given a deep o : )
#| servicing. clean once a week, | 26705 the opening =
" | and in to the BSC )
for monitoring of o
Szl safe air flow levels.
Autoclaves , SOP024—-Useand | [
o Maintenance of o
Ll Autoclaves have Systéc VX-95 ‘
XYes | Autoclaves have weekly and Autoclave CBE044
- E] No. | regularservices monthly cleaning SOP025 —Use and
: L as detailed in SOPs Maintenance of
S Systec VX-95
ey § Autoclave CBEO45 |~
Ingubatgrs S Inspection dur{ng Fortnightly Incubators will SOI?O79 —Use and 8]
: -| weekly lab duties T . ' Maintenance of
XYes . decontamination in | alarm if the CO2 )
S carried out by lab , . Heracell CO2
CINo accordance with mix is not at the
users. Annual Incubator
. SoP correct level .
L .- servicing. ’ ,
LN2 Stores . Any time LN2 SOP013—Useand | ‘(I
- dewers are being | Maintenance of
refilled, or If Liquid Nitrogen
1 | N2 reservesare regular openlng of | Stores
RPN the dewers is
1.DYes | regularly topped .
g DN L up t6 ensure occurring, 02
No-.1 cgrrect ractice monitor alarms will
P be used to ensure
the userisin no
danger of
P S asphyxiation.
Freezers LlYes X
Fridges - - | HYes - ’
, - | ONo"
Others (specify) - | OYes- X
‘[INo
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ONINIVYL -

hazar ous oF potent:ally hazardous -

Name of researcher

_biological. matenals and agents at CLZ? 7

| Date training
. | completed or will ,
| 'heicompleted . . i

lf No ,please state why

Ben Diffey

RYes CING -

13/10/16
Clves CINo
‘OvYes [INo .
[Yes.CINo
“[Yes CINo .
9.2.If work lnvolves HTA ‘Relevant Materral' conflrm that all project research workers have undertaken HTA ’ DN/R
‘training - )
Name of- researcher : Date HTA training completed ok wrll be If No ,please state why
jcompleted o ' :
, E | induction | On-line” ln-house
. Ben Diffey KYes [INo | 25/5/17 31/05/17 | 12/10/16
Olyes ONo™
1 Dyes CNo
[OYes [No
[1¥es CINo

- 534NA3d0ud ADN3IDY3ING "0T

10 1. Are procedures in place for dealmg with splllage of mfectrous or potentrally mfectious matenal

Equipment Tk e | Reference toSOPs =~ i * - N/R
Wlthln the BSC 7 | KMYesdNo | SOP038 — Biological Spill Response 0
' o ) ™vYes[INo. | SOP038 ~ Biological Spill Response d
Wlthm the centnfuge - . SOP134 — Maintenance of the Centrifuge in H27
Wlthm the Iaboratory but outs:de any YeSDNo SOP038 — Biological Spill Response 0
primary control measure e, g. BSC .
Outside the laboratory ,_YesD No | S0P038 - Blologlcal Splll Response O
10,2. an accndental exposure Reference to SOPs

, D'efs’c,ribe the pfotedures in place for

immediate action -

Leave the vicinity with anyone present to allow any

‘I aerosol to settle for a minimum of 30 minutes,

dispose of any contaminated PPE or outerware and
ensure that other users of the area are aware and
do not enter until the spill is cleared and itis
deemed safe to return.

SOP038 — Biological

Spill Response

When aud whom to reportthe ihcident

After ensuring the above immediately report to lab
manager.

SOP038 — Biological

Spill Response

§S322V T

| Reference/soP

11.1:1s thevlab( )adequately separated " :
from other areas (e.g offlces)?
tIf No, expldin .

XYes [INo

11.2. Is the lab(s) or other work areas
shared with other users not involved in the”
project?

If Yes;, explain who and what procedures are
in place to control any risk to them.

XYes LINo

The cells will only be stored in T flasks during
culture and work will hot be carried out in a hood
at the same time as another user. All other
transport in and around the labs will be in sealed
containers. This limits the exposure of any other
user to the material.
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A1 3. -Describe the measures in place to
ensure that hazardous biological agents or
‘material is sectre -

HLTVIH
TYNOILYdNDJO “ZT

| KYes ONo

122,15 health survsillance fequifed? 0 Mg RINo

SNOILVOI4ILON €T

If Yes, provide Licence No.
1 12577

Are any of(the cells tissues orfluids covered by
' (HTA) under the Umversrty HTA

. '13 2 Are any of the cells, tissues or ﬂurds obtamed ‘ Yes
from a HTA Ilcensed blobank with REC approval for XINo

If Yes, provide details (including dates) and reference to
evidence of dpproval.

generlc research use? S :

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

13.3. Does th,yisi work h’ajk\'/eeth‘iCal approval froma = " ' N evidence of approval

recognised NHS Research Ethics Committee? =N

T " T O T If Yes, provide details (including dates) and reference to
13 4, Does any of the work requrre approval from the KE)S, | evidence of approval.

Umversrty Ethical Comm|ttee?

13.5. Do any of thé”r’naterials require approval for use ‘ ’DYe o | If Yes, provide details (including dates) and reference to

from the UK Stem Cell Bank Steering Committee

; evidence of approval.
(M RC)? (e.g. embryonic stem cells sourced. from UK sources

K No -

_ buf 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 materrals or biologlcal agents hsted ’
require any other licenses? = - Clves
{e.g. HSE not/f/cation under COSSH; Home Off ice notlflcatlon l\fo
under anti-terrorism, crime and security act; Defra/SAPO .

license for Import of ariimal products and pathogens etc,

'| Manager or-an authorised, designated member of G

STYAOYAY VT

For work involving HG1 biological agents or materials: Review and approval is required by the departmental C

to the Umversity Safety Office, NOTE: Explicit approval will also be requrred from the Departmental Brologlcal Safety Advrsor
and the Unlversrty Brologrcal Safety Officer before work begms, if you answered ‘Yes' to Q13 5. .

For work wrth HGZ blologrcal agents or materlals‘ Expllcrt approva! is requrred from the Departmental Brologlcal Safety
Advrsor and the University Biological Safety Offlcer (or deputy) hefore work begms

For all work mvolvmg HTA ’Relevant Matenal" lf you answered ’Yes to Qi3 exphcut approval wrll also be requrred from
the departmental Person Desugnate ’ : , . ,

if the blologrcal agent has been Genetrcally Modlfled thls form, (approved by the releVant authonty, as above) should be -
submitted with the GMO risk assessment to the Departmental Biological Safety Advisorand both forms forwarded to the LU

GM Safety Commrttee for final approval , i

work begins. Asignéd’ copy of this form must be sent’

,NAME‘: o | SIGNATURE: | - o | pate
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AQ O

R 1 Temple

al:Qua agero
ad pérsonne
ate positio
Person Designate (a

05/06/17

11/08/2017

ooy
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