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10 PURPOSE

11 Tha abjective of this documented (nformation is to provide standard inatruction for the operation of Blological
Safoty Cabinet Type ||

1.2 CWO shall implement production and service provision under controlled conditions, Controlled conditions shall
Include, as applicable

) the avallability of documented infarmation that defines

1) the characteristics of the products o be produced, the sarvices to be provided, or the activitios to bo performed,

2) the rosults to be achieved,

b) the avallability and use of sultable monitering and Maasuring resources,

€) the implantation of monitoring and measurement activities at approprinte stages o verity that criterin for control of
pracesses or outputs, and accoptance crtena for products and services, have been met;

d) the use of suitable Infrastructure and environment far the oparation of procasses,

@) the appointment of compatent persons, Including any required qualification;

1) the validation, and pariodic revalidation, of the ability to achiove planned results of the processes for production
and service provision, where the resulting output cannot be varfiad by subsequent manitoring or measurement;

9) the implamentation of actions to provent human error,

h) the implementation of release, delivary and post-dalivary activities

20  SCOPE

21 The scope applies to the safe operation of the Biological Safety Cabinet by the authorized laboratory personne
22 The CWO shall proserve the outputs during praduction and service provision, 1o the oxtent necessary 1o Bnsuro
confarmity to requiremants

NOTE: Prosarvation can include (dontification, handling, contamination control, packaging, storage, transmi
transportation, and protection,

30  RESPONSIBILITY

3.1 The Headof the Laboratory shall manage the administrative and technical operations of the laboratory
3.2 The Laboratory Analyst must control and maintain the equipment

4.0 DEFINITIONS

4,1 blological anfety cabinet - (s an enclosed, vertilated laboratory workspace for safely working with mater/als
contaminated with (or potantially contaminated with) pathogens requiring a defined biosafety lavel,

4.2 biological nafaty lovel = s a level of the biocontainment precautions required to isalate dangerous biological
agonts In an anclosed laboratory facility. The levels of containment range from the lowest biosafety level 1 (BSL-1)
10 the highest at leveld (BS1.-4)

Voo Gosy Bmp Gy B impertant oo [ ottt G
In .
This documented information Is | A,
not to be reproduced In any form |- n

without permission; and shall not m

)
be discarded unless superseded | 3
bl by a revised Issue. | |w
o2k (s A "
= L} "
0 . '.




e o CALAMBAWATERDISTRIT | &
TITLE: OPERATION OF BIOLOGICAL SAFETY CABINET e
DOC. NO. CWD-OPN-012 _ [ REVISION NO 00 | EFFECTIVE DATE Dacombar 20,2016 | Pagedof
60  PROCESS FLOW STEPS BT v :
STEP INPUT PROCESS FLOW | OUTPUT | RESPONSIBLE
i ] T A AN = | RESFONSIOLE
@ L?.E":.,'/J- -} v .L "m ::“LM‘“ ""':2.:‘.:‘::_“"'!" ll“ﬂm:l?lﬁtg:ﬂ:“ ] Laboratory Pereonnel
@ [ Maovis e witidaw 1o the work postion PRRCRAT N
4
Walt untit the groan LED “alifiow iv standy” luminates
@ Laborutory Parsonnal

2. Qparating Mode

@ l Off mode - the Uit in In an idlo state ]
¥
@ I Window opan moda ] Liboratory Parsonnel
@ L Waorking mod ] Laboratery Personnel
@ L Standby mode ] Laboratory Patnonnol
@ L LV Modo ] Laboratory Marmonnel
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PROCESS FLOW
3. Leading the Chamber

@

STEP | INPUT T __OUTRUT | RESPONSIBLE

@ [ Move the frant windaw in maxinum opening posiion J Laboratory Parsonnel
@ [ Avold blocking the frant intake grille J Laboratory Parsonnel
L
Maova the front window (0 work position and
walt until the mirflow 18 stabilized Laboratory Paraonnel

Laboratary P nal

@ [ Romove samplon from the sample ohamber ] s

|

v
[ Proun and hold the ON key or fiva soconds oot ol LEDs |-~ . - Laboratory Parsonnal
nre off l

6.0 PROCESS DETAILS:

6.1 StartUp P
Prass and hold the ON key until the blowsr star
(audible blower operation), status Indicators (LEDs)
lluminate, and an audible tane sound
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Move the window o the work position. The side
guide ralls have markings that define the lower edge
of the front window

Wailt until the green LED "aiflow s steady”
uminatos

6,2 Operating Modos
Off mods = the unit s in an dle state

Window open mode - the state in which the window
18 opened and position outside the working position
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steadly

[ UV mode - means the UV light (s an with & set timer

| running. The window must be in the closed position
to protect against UV radiation. The light will not turn

| on with the window open

|

6.3 Loading the chamber

Move the front window in maximum opening position
Install needed work materials within the sample
chamber work aroa w

Mustwe Capy Stamp

pr
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Working mode ~ active when the front window 18 in |
the working position and the ait system s operating |

Standby made ~ stata in which the window 18 closed
with the blowor velocity reduced

Copy Blemp Impodinnt Note
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| Avaid blocking the front intake grille

Mave the front window to wark position and wait unti
the airflow s stabilized

6.4 Shut - down _

| Romove samples from the semple chamber
Clean and disinfect the sample chamber surfaces
Including the drain pan.

Press and hold the ON key for five seconds until
| oll LEDS aro off ?

6.5 HEALTH AND SAFETY

|

- e

Page 7/ of i |
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G.5.1 Bofora starling a procadura, take off all jewelry, put on required personal protactive equipmant (Laboratory gown

and gloves)

652 Do not cause air turbulence by quick hand, am or body movements in the sample chamber of in front of the work

opening
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663 l; hmg;_l utdjumble working chair with an adjustable seat back should be used during extended work periods al
the cabine

G.5.4 Do not place accessaries into the sample chamber that cause air turbulence or emit excessive heat

7.0 RECORDS RETENTION

7.1 Active Retention - indefinite ratention period for current or active documents for both electronic and
hardeopy/Controlled Copy

7.2 Inactive/Archival Ratantion — shall be kept for active three (3) years or may request for an extension as deamed
necessary (hardcopy), for electronic/soft file; It shall be kept in a separate folder named *Obsolete Copy"

0.0 REFERENCE DOCUMENTS

0.1 150 90012015 QMS Standard

3.2 QMS Manual

4.3 Statutory and Regulatory Raquiremonts

B4 Biological Safoly Manual Class || Operation Manual

9.0 ATTACHMENTS
9.1 Equipment Monitoring Form
10,0 DISTRIBUTION LIST
Nete 1: Select Relovant Recipiont to Appear in below List,
SV — - ——— ]
COPY HOLDER NO. DEPT/SEC.ICOPY HOLDER i
b Ganaral manager
‘ 8 | L,Pornlory (Quality Control Division)
Noto 2: Master Copy Is In the custody of the Document Control Contor
= END -
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