afety Departme e 0 ateria : atio

ougnhboroug e Reference Number:l | Hazard Group 1 ]
Hazard Group 2 ]

blological R ASSE s BE Use o GMO ]
Reference Number: | | HTA Licensable ]

FORM CBE-RA-Form/002 Version 1.0

RISK ASSESSMENT AND PROJECT REGISTRATION FOR WORK INVOLVING
BIOLOGICAL MATERIAL |

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

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 e Allinformation contained in this form is accurate and comprehensive.
assesses the hazards and risks associated with the project as well as identifying those at risk and e All workers involved will be instructed that their work must remain
the measures necessary for preventing, or controlling these risks. Please ensure that sufficient within the boundaries of this project registration & assessment.
detail is provided when completing this form and that the relevant written SOPs are referenced e All workers have been given, or will be given before they become
where required. Once completed and approved, all risk assessments must be supplied to all involved, adequate training and where necessary their competency
those working within this project. The work described within this form must not commence assessed.

until this risk assessment has been completed and approved and that all necessary control e All workers have, or will be before their involvement begins, enrolled

with Occupational Health for health clearance where necessary.

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

o All changes to the work covered by this form will be reassessed & the
changes submitted to the authorised person before those changes
are made to the work: :

measures are in place.
Any changes to the work, or the persons involved, must be notified to the authorised person.
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 lHuaiyu Yang Name IHaifeng Zhang

Department IChemical Engineering Department IChemicaI Engineering

| |
Position |Senior Lecturer I Position |Research Associate I
| |
| |

School IAACME School IAACME
The Project Activity Others involved in the work
cell culture and protein cystallization Names | '
Title l |

Reference Number

Start Date 4 Apr 2022 End Date (20 Mar 2023

Name HAIF’&NG Zt\wﬁ Signature %ﬂﬁ[«,\/}( W Bt AWZ /%,2»;7/
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[ 1.1 Background &aim of project” . - |Biological engi'ne,enjng. Expression 6rfar,ge't. proteinand pulify it by rystallization,

1,2 Description of experimental procedures - cellculture of mammallan, proteln /purmtatlon

1.3 Where will this work be catiled cut? Raoms/ateas ’ 53002 / \f ‘7 W /

.| Bullding(s) LBu"dlng

: 7' Himan or-animal tissas, cells, body fluids orv excreta will be used in this ;')roje"‘ch"

2 TISSUES CELLS, BODY FLUIDS OREXCRETA

2.2 List all cells, tlssuas, body ﬂuids and excreta to be used For cells; mdlcate primary, continuous or finite.

" Where it will béobtairied

Matenaltype K Organgource . Specles . (nclude country of origin)

from

emhryonic kidney human : ) ATCC

]j 2 3 »Matenal(s) llsted in sectlon 2,2 above are consrdered to be relevant matenal' under the Human szsue Act 2004-

3.1. Are you conﬂdent thatany non-GM organism tissue, cell, badyluld, excreta orany component theraof covered by thls assessinent
cannot potentrally pose athreat to humans or cause human diseases?

Yes - Classifyas HG1 "

3.1.1. Can any non-GM organism, tissue, cell, hody fluid; excreta arany componentthereof causé human dlsease and potentlally be a
hazard to.humans buit s unlikély to spreadto the community.and for which there is usually effective prophy]axls or treatment available?-

O Yes- Claé’siﬁy aspH'GZ

3.2. Do any.of the materials contain pathagens ar toxins covered by the Anti-Tarrarism Crime and Security Act?

3.1.2. Ganany non- GM organlsm, tissue, cell, body fluid, éxcreta arany tomponent theresf cal.lsesevere human dlsease and potentlally be O Yes
a serious, hazard tahiiman’s and that mayspread to the commumty, whera effect[ve prophylaxis'or treatment may. ot may not be’ .
) avallable7 ~ . . Co
— — e T
= ~. Ves.
1O Ve | siedules

@SIGNMENT OF CONTAINMENT LEVEL

4 TISSUES CELLS, BODYFLUIDS OR EXCRETA

43, Wl" any culturing ofthe materlal descifhiadin section 2 take place? O Yes
IfYes, -describe which dell{s) Will be cullured and under whal conditjons. s @ No
4.3, Could HIV perinissive cells be present*? - : @) Yes
IfYes, describe the cells and for how long these cultures will be allowed to. grow., '
Ifunsure seek adlvice, Réfer to CBE Code of Practice farderalls onadditional precautions. . . @ No

4.4.WhahsthemaxlmumvolumeochItUre-grown7' . B . —_— ) Pet Vessél L/ W :

Wl Nl

1L

4.5, WHI the ﬂssues, cells, body fluids. orexcreta ba manlpulated inany Way that could: resultin (he , O Yes,
concentratlon of adventitious¢ blologlcal agent present? If Yes, explaln. B @ No .
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4. TISSUES, CELLS, BODY FLUIDS OR EXCRETA

4.6. Will any of the tissues, cells or fluids be donated by you or your colleagues working in or with O Yes
access to the labs? @ No

Reference to SOP's /

" ill thi ?
Risk How will this be controlled? Other documentation

) Yes

5.1. Might infectious droplets, aerosols or splashes O

be created, either deliberately or by accident? @ No
C
@

5.2. Will this material be transported within the Yes

laboratory e.g. between BSC & incubator?

7 No

5.3. Will this material (including waste) be O Yes
transported locally between sites on campus but @ No
C

outside the laboratory?

5.4, Will material(s) listed in section 2.2 or section Yes

2.3 be shipped to organisations elsewhere in the

) No
UK or abroad? %
5.5. Will this material be received from O Yes
organisations elsewhere in the UK or abread? 0 No .
O VYes
5.6. Will this material be stored?
7 No
O VYes
5.7. Will infectious material be centrifuged?
& No
5.8. Are biological samples to be cultured in an C . Yes
incubator? & No
5.9. Are sharps to be used at any stage during this C Yes
activity? @ No
C Yes
5.10. Are animals to be used in this project?
& No
5.11. Will a fermenter / bioreactor be used to O Yes
culture a biological agent or material? @ No
/
5.12. s there any stage within the experimental O Yes
procedures when an infectious material is
inactivated (other than for disposal)? @ No

5.13 Are any of the following to be used in
conjunction with the project?

Carcinogens
or Mutagens

Toxins

Liquid
Nitrogen

lonising
radiation

Lone
working

Oo|o|o|g
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'
1

s . E ° o ) Heference fo SoP's/ |
Risk 4 5 ) |- s How.wﬂl th,s,be controlled? . ; Other docamentatisn

. _5.'.1_4.Are'th‘ereany::ondlﬂoh'sassoclatg"d with the O VYes -
hazatds described in section 513 thatrequire - @ No -
additional control measures? :

o . _ : e i l Reference fo SOPs /
Contral Measure ’ . |Detaills - | ' : .lother® -~
- . . R, e - _**_ |documentatlon

I;Wh'eﬂ'wm gloves be worn? ‘D_.u'ring the cell culture and protein purification, ‘

6.2 Wha’t‘ t){pe and where will they be s‘tored? . N[t:("e InLab

Mlte Howie o 5 Yo ' ,
6.4 Where will lab coats be stored and what are. e - —I

tne'arfangementsvfbréleanlngordisposal? in lab-. ) : : ‘l L

65 Provfde details orany other types of PPE1 to be . ’ ’ — ) )
used? . . . : <

—_

6.3 When will Iaboratory céats be worn and-what i
type are these? in lab

66 ribe the lab h facilitie lb] .
andl:\):lslz;etehe;a?elozgizge cltfesavallale showeir head for eye;yyash fn_lgb v . . ; #

spill kits. located?

-

I7 1 How Wlll waste be treated prisr ta dlSPOSa'

167 "Where are the f ﬂrstaid hoxes and ernergency ||, v CT . Mo,
inlab™"> - . . It

(Nate_thatalldlfferéntlytreatgdwastesmu;t A . Isthe Refer nce;'t SOPs/ ather
be included e.g. Ifsome ljquid Is autoclaved, | - Treattnent priorto disposal - = . |. treatment :m:a ﬁ:én"(at'ison er

butothérs not, then describe both) validated?

%tdmm L ', / /[/W 7279

: Crtpon)
e g/ s

[]. other (Speclfy)

e
i E 'Q/,Yes

7.2 Isany waste being autoclaved? J ’ : ) . :
" ' - ; " ® No

7.3 How will liquid waste be disposed of?
r_iéldraih? o, . . ‘

[[] As solid waste?

[] Other(specify) = 1 T
74 How wiil solld waste be dlsposed 6f? ; ’ .
<t . : _ - Waste stteam ) " ’ Dispés_almetho'd :
Categorisatioh ] -_colourcode - |[-. :  leditasrequirea)

OB v T P
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-

' Categotisation

Waste stream
colour code

Disposal method
(Edit as required) v

%Sharps

|

‘Sharps contaminated with cytatoxic or cytostatic material

]

Human body parts, organs, including blood bags and blood

preserves and excreta that have been pretreated-before leaving
the site :

Animal body carcasses or recognisable parts that have been
pretreated before leaving the site

Potentlally or known Infected lab wastes contaminated or
potentlally contaminated with cytotoxic or cytostatic materlal -
that have NOT been pretreated before leaving the site

Potentially or known infected lab wastes that have NOT been
pretreated before leaving the site )

a|g|lo|a

Infected or potentially Infected lab wastes that HAVE heen
pretreated before leaving site

oAINGE — Sif) dV

8.1 Are preventative maintenance and monitoring regimies in place for the following laboratory eqqipment? -

* ‘Inspaction / Servlcing ~ Clearillng‘/Dlslnfecvtlon Monitoring / Alarms o ﬁ‘eferenceto SOPs'_ :
Frequency Frequency Frequency
Centrifuges
BSCs
Fume Hoods
Autoclaves
Incubators

Liquid N, Stores

Freezers

Fridges .

OO oo ool 5

Others .

9.1. Have all project research workers undertaken safety training for working

with hazardous or potentially hazardous biojogical materials and agentsat CL27

. |Date training completed
Name of researcher Had Training {or will be completed). ' If no, state why 5
@® Yes ' ’
Haifeng Zhang 12 Apr2022
: : O No

[:] 9,2, This work involves HTA ‘Relevant Material’, confirm that all project research workers have undertaken HTA training

O CEMYRES
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10.1 Are procedures in place for dealing with spillage of infectious or potentially infectious material

Equipment : : Reference to SOPs.

Within the BSC

Within the centrifuge

Within the laboratory, but outside any primary control measures (e.g. BSC)

oiojoio

Outside the laboratory |

Are procedures in place for the security of these HTA Releyant samples?

D Loss or theft of samples (including whilst in transit)

[7] Loss of traceability of samples

D Incorrect disposal of samples

10.2 Describe the procedures in place for an accidental exposure

Immediate action [ _ j Ref to SOP's
When and’ whom ; -
to report the incident| ' ’ s T - Refa50Ps o

Explanation

11. Is/are the lab(s) adequately separated from ofher @VYes

References

areas (e.g. offices)? . O No »

’ ) . 8 y = 3 .
11.2. Is/are the lab(s) or other work areas shared with OYes : i ) - 2
other users not involved in the project? @ No 5
11.3. Describe the measures in place to ensure that O Yes 'i\
hazardous biological agents or HTA relevant material is
secure . . @ No

12.1. All workers invalved with handling unscreened blood, blood products and other tissues are recommended to have Hepatitis B immunisation.
Have all workers involved in th|s project been immunized? ;

OVYes
ONo

12.2.1s health surveillance fequired? :

OVYes
CONo

~13. NOTIE!

D 13.1. Are any of the cells, tlssues or fluids covered by the Human Tissue Act (HTA)
under the University HTA Licence?

13.2. Are any of the cells, tissues or fluids obtained from a HTA licensed-biobank
with REC approval for generic research use?

D 13.3. Does this work have ethical approval from a recognlsed NHS Research
Ethics Committee?
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13.4. Does any of the work require approval fram the UnIVerslly Ethical
D Committee?

Bank Steering Commlittee (MRC)?

D 13.5. Do any of the materials require approval for use from the UK Stem Cell -

. 13.6. Do any of the materials or biologlcal agents listed require any other
[] licenses? 3
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