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Arnexure 3:
INDIAN COUNCIL OF MEDICAL RESEARCH
DEPARTMENT OF HEALTH RESEARCH

pre-requisites for establishing COVID-13 testing facility in Government and Private
Medical Colleges:

it i proposed (o establish real time BT PCR testing facility in all the existing Government &

crvete Medical Colleges of india with help of the network of Medical institutes of
Eminence. "

L. ?@igwiﬁaipftastmcmgnd expertise is essentiaily required:

! pvailabiity of a BSL-2 level laboratory factiity meluding a molecular piclogy setup for
virolagicat diagnosis and a funcbonng and calibrated Biosafety cabinet type 2A/2B in
the lahoratary.

& Avaitabitity of cold centrifuge/mucrofuge for RA-extraction

il avatlobitity of a funcaonng apd calibrated real-ume PCR maching,

iy ol and eapertist Tegul ements

4 Avaitability of following pyinemum stoff s required (for 8 hours shift / dayl.
e Medical Microbiotogists 1 or more with experence of work in Molecular
VIrGiogy .
« Technicians - Atleast 4-8 (2 3/shift) with rolpvant experiente of work in
| Molocutat Virolegy
e Multi Task staff  1ormoie for washing / cleaning
* Ihe <sroff requirements will chonge based on numbers of shifts.

R Desired expertise of the staff’
. Good understanding of lahoratory osafety and blosecurity, trained for
Handhing respiratory samples for viral diapnosis, RNA extraction and real-time
POR. )
o Experience of work 1n virology anc handhng clinical specimens, especially
respiratary samplos
v Arghust institutional policy on pomedical waste management of human origin.
¢ Well defined arrangement for segregatien and discarding of hiomedical waste.
Additicnally, for ad appin ants from Prvote fodicnl Codeges, (018 esseAtigl to submit 0 copy
of the NABL ac-reditauen certifitute and scope of acurediiation for real-time PLR for RNA
VIFUSED

Sepelale infarmation should be provided on each of the above com ponent (i to vi).

Il Desired Laboratary_workspaces for setting up a..gga_!;itim;a‘_ﬁz;i%i%wia‘g@ﬁmfﬂ
infectious pathogens:
+ Separate sample receiving ared
» Handwashing & PPE donning/defling zone
« Designated area for Biosalety cahnet and sample handling .
o Designated pre-PCR {RNA cxtraction L tempiate sddition), PCR (for running the

assay) and post PR (for resuit mturpretabion & analysi») rOOMs.

o Soparate autoclave facitity

« Space for panding bromedicn! waste ~
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EQUIPMENT AND CONSUMABLE REQUIREMENTS EOR SETTING P & REAL TIME PCR
TESTING FACILITY :

On-site requirements of equipment {installed, cafibrated and functional}

-3

@

&

Brasafety cabinet {BSC) class 2A {ralibrated)

20 CC deep freezer wath UPS, for storage of reagents {primers/ probes/ positive
controls!

20°C deep freczer with UPS, for storage of aliquoted sampies/ viral RNA M cryovials
4°C refrigerator {for storage of viral trensport medium, and for short term storage of
samples and extracted RNAJ

UPS {2 nos., 2KVA each, with 2 hours back-up, for real time PCR instrument and
nudleic acid extraction systems - if not available, then to be carried); and confirm
about power backup for the two deep freecers (check about duration of power
autages, f anyj

Real-time PCR machine calibrated for the fluorophore dyes which are present on the
nrobes.

Microentrifuse / Refnigerated Lentnfuge

Required consumables

b

o=

For sample coliection:

2. Personal protective equipment (PPE)

b, Viral Transport Medium (VTM]

¢ Flocked Dacron swabs (2 swabs/ sample collection from 1 patient)

During processing

5 pesonal protective equipment: NS5 masks, coveralls (protective against
blood and body fluids), nitnle gloves, shoe cover, head cover

Vortex mixer

Microcentrifuge {Cold centrifuge]

P -2

Cryovials {2 ml)
g. {ryohox

f Pipette aid
g Disposable plastic pipeites
h  Spotiamp

L forceps 0 no spinit lamp, then disposable forceps for cach sampte)

i, 70 % ethanol (also required for next stage, 1.e., extraction

L1 sodwm hypochlonie {4% stock, to he freshly reconstituted daily to 1%
with water)

I Owscarding jars

m. Biomedical waste disposai (BMW) bags (with ties for sealing; preferably
autoclavable, if discarding autoclave s available/ used locally) and bins

n. leeboxes with gel packs or regular ice supply 0 taboratory {fram icemaker)

o. Tube rack {15 mitubes) '

p. For tube / cryovial labelling - Marker pens, celiotape, or label printouts
(printer with label makor)
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Nucieic acid extraction

Manual extraction using kits for Viral RNA extraction: Viral RNA mini kits {Qiagen]
ar other viral RNA extiaction kits for manual extraction

1.7 ml Eppendorf tubes (separate unes also required for next step)

Cryawial/ tppendorf tube rack {separate ones also requirad for next step)
Microcentrifuge (small equipment)

Micropipeties- 100 1000wl 20°200ut {additional separate mucropipettes of
required volumaes also hsted for next stage, i e. real time PCR}

Filler baruier tips: 1000ul, 200ul

Tissue rolls :

Hand sanitizers !

Biohazard labels

Real time PCR

Reagents for setting up Real-time

PCR primers and probes specific for SARS-CoVi targets
PCR master mix reagents (e, Thermo Fisher/ nvitrogen AgPath/
Superseript Hi Platinum real time PCR reagents) with buffer end enzyme

PCR reapents

Primers for E genae screening and

Probes for t gene screening and RDRP/ ORF 1b tergets
PCR Buffer and enzyme mix

Positive control

PCR workstations ~ 1 for mastermix preparation; 1 for RNA addition

Lryowial racks

FCR tubaes/ PCR plates

PCR plate adhesive seals and plate sealer

Micropipettes- 0.5-10ul (2 nos., 1 for PCR master mix and 1 for RNA.addition), 2-
20ul, 20 200ut

kilter barrier tips - 10ul, 20ul 200ul

plicrospin (simall eguipmenty

Plate contrifuge (small equipment]

Electromic micropipette {optional small equipment. but convenient and reduces time

duration of testing)

Nuclease free water - for PCR
RiNasepP

ale
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Annexure 4:

List of various brands of Resl time PCR machine, RNA extraction kit, Automated RNA

extractor and Viral transport rmedium, which may be suggested for a facility planning on
stacting reai-time PCR for SARS-COV? 1esting.

Real Time PCR RNA Extraction Kit Automated RNA' viral Transport 5
Machine | Extractar ‘' Medium ;
Tharmofisher " @ia amp VIRAL RNA Thermohsher: Hi-Media: Hi-Viral
saientific: 7500, MINIKIT by Quagen Kingfisher Transport Kit
75000x, Quant automated RNA { :
Studia 3 § , exlractor AR E
Biorad- CEXZ6 gurel ink RNA Mini it QIAGEN QlACube 8D universal viral {
Touch Real-hime {Invitrogen} transport {UVT)
PLR Detectin ' system
System . : ) ¥ L
Abhoti: M2000 GenElute Total KNA Eppendorf Viral Transport kit
purification Kit enivigtion (™ Media} :
- |
Fppendori. Master RiliaProp RNA Roche. MagnaPune " Medireach Viral '
Lyrior epReaiPlex Mirprep System Teansport kit
Roche: Light Cytler " RNASure Virus Kit Note: VIM for
430 § | sampie collection (27 i

swabs, throat and
{ Nasal swab should
be putin 1VTM ;
: 4 tube)
Cuapen: Rotor gene - - - } e

X e, 0

NOTE: This is not a comprehensive list and is based on personal experience of various
Iaboratories who have used these.



J

Too0S B PF 194 J9NW

- —> &

S
\r1f

/ of 3#

ProposED LINE  PLAN

FOR__VRDL For. COVID-i19 TESTING .

X




