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FOREWORD

As you are aware, COVID - 19 is widely spreading across the country, rising beyond 15000 positive
cases in the 12 week. In order to manage and contain the spread of COVID — 19 any further, both
Centre and State Government and Associated Departments have come out with Guidelines and
Instructions for COVID-19 Testing to be adopted across the country and in each state.

This Compendium is a compilation of instructions & guidelines for operating a Covid-19 Testing
Laboratory issued by Ministry of Health & Family Welfare, Indian Council of Medical Research,
Government of India and instructions issued by Medical Education and Drugs Department,
Government of Maharashtra.

We hope that this compilation helps Laboratory In-charges, Administrators and all people involved
in Testing of COVID — 19 cases.

The first edition is updated with the information issued till 21* April, 2020. The Editorial Board shall
be updating this on a regular basis.

We thank you all.
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Standard Operating Procedure for Laboratories testing COVID-19 samples
in Maharashtra

Background

With the current scenario of COVID 19 global pandemic, where the cases all across the globe
including India is rising rapidly day by day. Due to the fast spread of virus, it becomes critical
to expedite setting up diagnostics for this new virus. Currently, there are many government and
private labs which are functional in the country with all equipments and staff. With current
availability of laboratory facilities in Maharashtra and considering the possibility of increase in
the number of cases in future, it becomes important to increase the testing laboratories in the
country. In addition, we also need to effectively utilize the available facilities by increasing
their testing capacity with effective time and manpower management. All laboratories are
required to follow guidelines published by ICMR. Diagnosis will help in early identification of
the disease and containment of the disease.

Scope

This document proposes optimum time and manpower management with respect to efficient
functioning of Laboratories involved in sampling and testing of COVID-19 patients in state of
Maharashtra.



1. Optimum time for running one set of samples (one cycle):-

iro' Different steps Average time required
1 Sample decoding & Aliquoting (for 46 120 min
samples)
) RNA Extractlo'n (for 46 samples) using 120 min
manual extraction method
3 Master Mix Preparation (for 46 samples) 60 min
PCR Amplification (for 46 samples:-
4 .
I.  Addition .
. PCR 180 min
[1l.  Interpretation and Reporting

> Auverage time required for completing one cycle is approx. 8 hours for Screening.
Final confirmation reports of initial positive samples will be available after 8 hr. This
is as per NIV protocol.
> All initial Positives at the end of cycle to be kept aside. These samples will be run for
confirmation in the next run.
> Daily scheduling of cycles:-
1. Cyclel:8 AMto4PM
2. Cycle2:4PMto12

3. Cycle 3 : 12 Midnight - 8 AM



2. SOP for Effective running a RT PCR lab as per manpower and shift-wise for COVID
testing:

Requirements: (Each shift 7 persons; 4 technically trained, 1 person authorised for
reporting)

Team of 7 people (PER SHIFT) and 1 RT PCR Machine and manual RNA extraction
and one Biosafety Cabinet

Each Batch of 48 reactions (46 samples and 2 controls)

Team 1 - 2 people: Technical person well familiar with molecular Biology techniques.
Team 2 - 2 people: Technical person well familiar with molecular Biology techniques.
Team 3 -1 person - Authorised for reporting

1 DEO (Data Entry Operator)

1 Lab attendant

PROCEDURE:
Sr. Shift RNA Extraction PCR
No.
1 8 AMto | Two batches of 46 samples | Two batches of 46 samples :
4 PM each. 1. Screening reaction for RNA
extracted from Batch E.
Batch: Aand B 2. Screening reaction for RNA
extracted from Batch A.
2 4 PMto | Two batches of 46 samples | Two batches of 46 samples :
12 each. 1. Screening reaction for RNA
Midnight extracted from Batch B.
Batch: Cand D 2. Screening reaction for RNA
extracted from Batch C.
3 12 Batch of 46 samples. One Batch of 46 samples :
Midnight 1. Screening reaction for RNA
to-8 Batch : E extracted from Batch B.
AM 2. Confirmation of all initial
positive samples from Batch A to
Batch E

1. In each shift, one team (Team 1) will do 2 batches of RNA extraction (maximum
sample size 46)

2. In each shift, one team (Team 2) will do 2 runs of MMX (maximum sample size 46).
First run will be from RNAs extracted from previous batch.

3. Data entry for each shift will be completed in that shift



© N o O

Reporting for that shift will be completed in that same shift for the respective batches
whose screening is complete. Negative samples will immediately reported. Initial
positive samples will be reported in the last shift. Two technicians will help for final
reporting in the last shift.

In the third shift, one run will be of confirmatory

So total runs of screening will be 5 (230 samples screened)

One run will be confirmatory.

If additional space, machine RT PCR & Biosafety cabinet, microcentrifuge and set of
pipettes is available, with 4 additional technical manpower in each shift, 506 samples

can be tested in a day. (will need additional Lab attendant and DEO)









INDIAN COUNCIL OF MEDICAL RESEARCH
DEPARTMENT OF HEALTH RESAERCH

Advisory for sample collection sites:

ICMR has no objection on adoption of establishing convenient sample collection sites (drive
through centers for sample collection etc.) by the respective State Governments.

However, the following advice is provided by ICMR:

e The sample collection should be done using the recommended Personal Protective
Equipment (PPE).

e These sites should be disinfected regularly as per recommended procedures.

e Allrecommended biosafety and biosecurity precautions should be implemented.

e Sample transport to the nearest COVID-19 testing laboratory should be ensured under
proper cold-chain conditions and with triple layered packing.



ICMR Specimen Referral Form for COVID-19 (SARS-CoV2)

INSTRUCTIONS:
®© Inform the local / district / state health authorities, especially surveillance officer for further guidance
© Seek guidance on requirements for the clinical specimen collection and transport from nodal officer
® This form may be filled in and shared with the IDSP and forwarded to a lab where testing is planned

SECTION A - MANDATORY FIELDS (FORM WILL NOT BE ACCEPTED IN CASE OF ANY BLANK)

*A.1 PERSON DETAILS

*Patient Name: ............c.coiiiiiiiiiiiiiinin, *Age: ....Years.....Month , Gender: * Male|:| Female |:|Others|:|

*Present Patient Village or Town: *Mobile Number: |:| |:| I:I I:I I:I I:I |:| |:| |:| |:|

.............................. *Mobile Number belongs to: Self D Family |:| Other |:|

*District of present residence:..................ccoeenen.. *Nationality: ........cooeviiiiiiiiiiiiiiiiiiee

(These fields to be filled for all patients including foreigners)

*A.2 SPECIMEN INFORMATION FROM REFERRING AGENCY

*Specimen type BAL/ETA |:| TS/NPS/NSD Blood in EDTA |:| Acute sera|:| Covalescent sera|:| Other |:|

*Collection date

*Label

*Is it a repeated sample? Yes |:| No|:|

*Sample collection facility name: .........c.cccceeeeenenn *Collection facility pin-code |:| |:| |:| |:| |:||:|

*A.3 PATIENT CATEGORY (PLEASE SELECT ONLY ONE)

Cat 1: Symptomatic international traveller in last 14 days........c.oueeiiiieieneniieiiiiiieieeieeeeeeeenenenne |:|
Cat 2: Symptomatic contact of [ab confirmed Case.......o.vuiuiiiniiiiiii e ee e |:|
Cat 3: Symptomatic healthcare WOrker..........ouiu oo |:|
Cat 4: Hospitalized SARI (Severe Acute Respiratory Illness) patient...........oeveviiiiiiiiiiiinininnineneninnen |:|
Cat 5a: Asymptomatic direct and high risk contact of confirmed case — family member...................... |:|

Cat 5b: Asymptomatic healthcare worker in contact with confirmed case without adequate protection... |:|

Section B- OTHER FIELDS TO BE UPDATED

B.1 PERSON DETAILS

Present patient address: Pin code: I:l I:l I:l I:l I:“:l
........................................... Date of Birth: | | |/| | |/| | I(dd/mm/yy)

Patient Passport No. (for Foreign national only)..................

patient Aadhar No. cFor Indians){ |[ ][ ][ ]I I I L]

B.2 EXPOSURE HISTORY(2 WEEKS BEFORE THE ONSET OF SYMPTOMS)

1. Did you travel to foreign country in last 14 days: |:| Yes |:| No

If yes, place(s) of travel: ........................... , Stay/travel duration: L A el L VLT 4] |(dd/mm/yy)
2. Have you been in contact with lab confirmed COVID-19 patient: Yes |:| No |:|

If yes, name of confirmed patient: ........................ocl

3. Were you Quarantined?: Yes D No D If yes, where were you quarantined: Home |:| Facility |:|
4. Are you a health care worker working in hospital involved in managing patients:  Yes I:l No I:l

Page 1 of 2



B.3 CLINICAL SYMPTOMS AND SIGNS

Date of onset of symptoms{ || |/ | |/_l[] (dd/mmvsyy) First Symptom: ..........ccoovvveiniviniiiieinnnnnns

Symptoms Yes Symptoms Yes Symptoms Yes Symptoms Yes From (dd/mm) To (dd/mm)
Cough [0 Dpiarrhoea Vomiting Fever at evaluation [ Jifyes, | | [/ [ | [ [ VL[|
Breathlessness[] Nausea Haemoptysis Body ache Oifyes, [ 1 (A4 T ] 11| ]
Sore throat | Chest pain Nasal discharge

Sputum [J Abdominalpain (HISTORY)

Respiratory infection at sample collection: Severe Acute Respiratory Illness (SARI): Yes |:| No |:| ARI: Yes |:| No |:|
B.4 UNDERLYING MEDICAL CONDITIONS
Condition Yes Condition Yes Condition Yes Condition Yes

COPD H Bronchitis H Diabetes H Hypertension H

Chronic renal disease Malignancy Heart disease Asthma
IMMUNOCOMPROMISED CONDITION: YES/NO..........cecvvvininnnne Other underlying conditions: ...........................

B.5 HOSPITALIZATION, TREATMENT AND INVESTIGATION
Hospitalization date:[ |/ []/[][] (dd/mm/yy) DIAGNOSIS: ............coccuviimiiiiiainiiannnnn,

DIFFERENTIAL DIAGNOSIS: ..........ccceiiinn ETIOLOGY IDENTIFIED: .........cccceiiiiinne

ATYPICAL PRESENTATION: YES/NO ............. UNUSUAL/UNEXPECTED COURSE: YES/NO

OUTCOME: Discharge/Death/ ...................... ouTcoME date: [ 1111/ dd/mmyyy)

Phone mobile number: ................cooiiiiiiiinn Hospital Name/address: .........cccoiviiiiiiiiiiiiiiiiiiiieiii e
Name 0f DOCLON: ...........vvvveeeeeeiiciiiriieeeeeeeeeeeanas Signature and date: [_J[_J/ [/ ][] dd/mm/yy)

DETAILS OF HEALTH AUTHORITY (FOR SENDING THE REPORT)

Name of DOCtor .....ccvvvvnvvinienniennnns. Hospital Name /address ......cooevvvvieiiiiiinininnneenn,
Y A I 5 PN
Phone /mobile number ..................ooll Signatureand Date .........ccooiiiiiiiiiiiii e,

For Official Use — To be filled by COVID-19 testing lab facility

Date of sample Sample accepted/ | Date of Test result Repeat Sample | Sign of Authority
receipt(dd/mm/yy) Rejected | testing required (Lab in charge)

Page 2 of 2
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INDIAN COUNCIL OF MEDICAL RESEARCH
DEPARTMENT OF HEALTH RESEARCH

Requisite information to be submitted by private laboratories interested in COVID 19 testing

coviD If not
19 available
Total No Location Influenza No of Dedicated testing Quantity please NABL/CAP/ILAC | Participation
of of testing RT-PCR No of area for reagents List of of mention Accreditation & in EQAS Modality
Name | Head | collection | Collection by RT- Machine | Biosafety molecular | available | reagents | Reagent timeline for Scope of Programme | of Sample No cost
S.No | oflab | Office sites sites PCRY/N | available | cabinets | diagnostics Y/N available | available | procurement Accreditation (If any) Collection | /chargeable
1
2
3
4
5
6
7
8
9
10

Interested private laboratories may kindly send the filled in performa to Dr. Neeraj Aggarwal at: aggarwal.n@icmr.gov.in
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INDIAN COUNCIL OF MEDICAL RESEARCH
DEPARTMENT OF HEALTH RESEARCH
Strategy of COVID19 testing in India (17/03/2020):

Background:

WHO declared an outbreak of febrile respiratory illness of unknown etiology in December 2019
from Wuhan, Hubei province of China. Since its emergence, the disease has rapidly spread to
neighboring provinces of China as well 151 other countries mainly through International travel.
Infection is spread through droplets of an infected patient generated by coughing and sneezing
or through prolonged contact with infected patients.

Currently, India has witnessed only imported cases of COVID19 and limited local transmission
from imported cases to their immediate contacts. Community transmission of the disease has
not been documented till now. If community transmission is documented, the above testing
strategy will undergo changes to evolve into stage appropriate testing strategy.

Objectives:

e To contain the spread of infection / community transmission of COVID19 by improving
access.

e To provide free of cost and reliable diagnosis to all individuals meeting the inclusion
criteria of COVID19 testing.

e To avoid indiscriminate testing and reducing panic and optimally utilize the resources of
the country and scale up facilities for testing.

Current scenario:

¢ Allindividuals requiring to be tested are being offered at no cost.

e Accessibility and availability of the test is being increased every day by adding optimum
numbers of testing laboratories every week.

e Currently, the cost of the first step screening assay is INR 1500 and additional
confirmatory assays is INR 3000.

e As a part of the laboratory expansion process, ICMR has engaged with non-ICMR /
MOHFW Govt. laboratories to initiate testing facilities. This includes CSIR, DBT, DRDO,
Govt. Medical Colleges etc.

¢ ICMR is also engaging with high-quality private laboratories that includes NABL
accredited labs to understand the modalities of increasing access to the test while
ensuring appropriate safeguards.

¢ ICMR is operationalizing already existing high throughput diagnostic systems (upto 1400
samples per day) to exponentially augment the testing capacity in heavily overloaded
states. It is proposed to install high throughput systems in atleast 5 locations (with
possibility of scale-up to 10 locations) on an urgent basis.
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e ICMR-NIV, Pune has already placed orders to augment the existing stockpile of
reagents to 1 million tests which would be available soon. WHO has also been
requested to provide additional 1 million probes for testing.

e Advisory for testing are being reviewed and updated periodically (09/03/2020 and
16/03/2020). The testing strategy is reviewed by a high-level Expert Committee
constituted by Secretary DHR & DG, ICMR and Chaired by Prof, Randeep Guleria,
Director, All India Institute of Medical Sciences, Delhi.

Current testing strateqy:

i All asymptomatic people who have undertaken International travel:

- They should stay in home quarantine for 14 days.

- They should be tested only if they become symptomatic (fever, cough, difficulty in
breathing etc.).

- If test result is positive, then they should be isolated and treated as per the standard
protocol.

ii. All contacts of laboratory confirmed positive cases:

- They should stay in home quarantine for 14 days.

- They should be tested only if they become symptomatic (fever, cough, difficulty in
breathing etc.).

- If test result is positive, then they should be isolated and treated as per the standard
protocol.

iii. Health care workers managing respiratory distress / Severe Acute Respiratory
lliness should be tested when they are symptomatic.

Guidelines for private sector laboratories intending to initiate COVID19 testing:

- Laboratory test should be only offered when prescribed by a qualified physician as per
ICMR guidance for testing. Since the guidance evolves periodically, the latest revised
version should be followed.

- ICMR will share the SOPs for laboratory testing and provide positive controls for
establishing the test as soon as the concerned private laboratory has procured the
primers, probes and reagents as per SOPs. Adoption of commercial kits for testing
should be based on validations conducted by ICMR-National Institute of Virology (NIV),
Pune.

- Appropriate biosafety and biosecurity precautions should be ensured while collecting
samples from a suspect patient. Alternatively, a disease specific separate collection site
may be created.

- All the private testing laboratories ensure immediate/ real-time reporting to the State
officials of IDSP (Integrated Disease Surveillance Program of Govt. of India)and ICMR
Hgq. for timely initiation of contact tracing and research activities.

13



ICMR strongly appeals that private laboratories should offer COVID19 diagnosis at no
cost.
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INDIAN COUNCIL OF MEDICAL RESEARCH
DEPARTMENT OF HEALTH RESEARCH
Revi trat f COVID19 testing in India (Version ted 2 202
Background:
WHO declared an outbreak of febrile respiratory illness of unknown etiology in December 2019 from Wuhan,
Hubei province of China. Since its emergence, the disease rapidly spread to neighboring provinces of China
as well as to 182 other countries. Infection is spread through droplets of an infected patient generated by
coughing and sneezing or through prolonged contact with infected patients.
Currently, India has witnessed cases of COVID19 mostly related to travel and local transmission from
imported cases to their immediate contacts. Community transmission of the disease has not been documented
till now. Once community transmission is documented, the above testing strategy will undergo changes to
evolve into stage appropriate testing strategy.
Advisory for testing are being reviewed and updated periodically (09/03/2020, 16/03/2020 and 20/03/2020).

The testing strategy is reviewed by the National Task Force constituted by Secretary DHR & DG, ICMR and
Chaired by Prof. V. K. Paul, Member, NITI Aayog.

e To contain the spread of infection of COVID19.
e To provide reliable diagnosis to all individuals meeting the inclusion criteria of COVID19 testing.

Current testing strateqy:
i All symptomatic individuals who have undertaken international travel in the last 14 days:
ii. All symptomatic contacts of laboratory confirmed cases.
iii. All symptomatic health care workers.

iv. All hospitalized patients with Severe Acute Respiratory Illness (fever AND cough and/or
shortness of breath).

V. Asymptomatic direct and high-risk contacts of a confirmed case should be tested once
between day 5 and day 14 of coming in his/her contact.

15



INDIAN COUNCIL OF MEDICAL RESEARCH
DEPARTMENT OF HEALTH RESEARCH

Strategy for COVID19 testing in India (Version 4, dated 09/04/2020)

1. All symptomatic individuals who have undertaken international travel in the last
14 days
2. All symptomatic contacts of laboratory confirmed cases
3. All symptomatic health care workers
4. All patients with Severe Acute Respiratory Illness (fever AND cough and/or
shortness of breath)
5. Asymptomatic direct and high-risk contacts of a confirmed case should be tested
once between day 5 and day 14 of coming in his/her contact
In hotspots/cluster (as per MoHFW) and in large migration gatherings/
evacuees centres
6. All symptomatic ILI (fever, cough, sore throat, runny nose)
a. Within 7 days of illness - rRT-PCR
b. After 7 days of illness — Antibody test (If negative, confirmed by rRT-PCR)

16






Annexure 1:

EQUIPMENT AND CONSUMABLE REQUIREMENTS FOR SETTING UP A REAL TIME PCR
TESTING FACILITY

On-site requirements of existing functional equipment
Biosafety cabinet (BSC) class 2A (calibrated)

-20 °C deep freezer with UPS, for storage of reagents (primers/ probes/ positive
controls)

-80°C deep freezer with UPS, for storage of aliquoted samples/ viral RNA in cryovials

4°C refrigerator (for storage of viral transport medium, and for short term storage of

samples and extracted RNA)

UPS (2 nos., 2KVA each, with 2 hours back-up, for real time PCR instrument and nucleic

acid extraction systems — if not available, then to be carried); and confirm about

power backup for the two deep freezers (check about duration of power outages, if

any)

Real-time PCR machine

Microcentrifuge / Refrigerated Centrifuge

Required equipment and consumables

For sample collection:

a.
b.
c.

Personal protective equipment (PPE)
Viral Transport Medium (VTM)
Flocked Dacron swabs (2 swabs/ sample collection from 1 patient)

During processing

a.
b.

S @ o a0

Biosafety cabinet class IIA/ 1I1B

Personal protective equipment: N95 masks, coveralls (protective against
blood and body fluids), nitrile gloves, shoe cover, head cover

Vortex mixer

Microcentrifuge (Cold centrifuge)

Cryovials (2 ml)

Cryobox

Pipette aid

Disposable plastic pipettes

Sprit lamp

Forceps (if no spirit lamp, then disposable forceps for each sample)

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

1% sodium hypochlorite (4% stock, to be freshly reconstituted daily to 1% with
water)

. Discarding jars

Biomedical waste disposal (BMW) bags (with ties for sealing; preferably
autoclavable, if discarding autoclave is available/ used locally) and bins
Iceboxes with gel packs or regular ice supply in laboratory (from icemaker)

p. Tube rack (15 ml tubes)
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g. Fortube /cryovial labelling - Marker pens, cellotape, or label printouts (printer
with label maker)

Nucleic acid extraction

Manual extraction using kits for Viral RNA extraction: Viral RNA mini kits (Qiagen) or
other viral RNA extraction kits for manual extraction
1.7 ml Eppendorf tubes (separate ones also required for next step)

Cryovial/ Eppendorf tube rack (separate ones also required for next step)
Microcentrifuge (small equipment)

Micropipettes- 100-1000ul, 20-200ul (additional separate micropipettes of required
volumes also listed for next stage, i.e. real time PCR)

Filter barrier tips: 1000ul, 200ul

Tissue rolls

Hand sanitizers

Biohazard labels

Real time PCR
Real time PCR machine (open system) — calibrated for the fluorophore dyes which are
present on the probes
Reagents for setting up Real-time
o PCR primers and probes specific for SARS-CoV2 targets
o PCR master mix reagents (e.g.,, Thermo Fisher/ Invitrogen AgPath/
Superscript Il Platinum real time PCR reagents) with buffer and enzyme
PCR reagents
o Primers for E gene screening and
o Probes for E gene screening and RDRP/ ORF 1b targets
o PCR Buffer and enzyme mix
o Positive control
PCR workstations — 1 for mastermix preparation; 1 for RNA addition
Cryovial racks
PCR tubes/ 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,
20-200ul
Filter barrier tips — 10ul, 20ul, 200ul
Microspin (small equipment)
Plate centrifuge (small equipment)
Electronic micropipette (optional small equipment, but convenient and reduces time
duration of testing)
Nuclease free water - for PCR
RNaseP

19



INDIAN COUNCIL OF MEDICAL RESEARCH
DEPARTMENT OF HEALTH RESEARCH

Advisory for initiation of additional COVID-19 testing laboratories

Currently, the Indian Council of Medical Research (ICMR) has approved the COVID-19 testing
in more than 200 laboratories across the country. Based on the new requests from several districts
of India for initiation of COVID-19 testing, ICMR has formulated the following guidelines for
establishment of a new testing laboratory for COVID-19 testing in any district.

In areas with no operational COVID-19 testing facility, a new facility will be considered
subject to fulfillment of the following criteria (applicable from 5™ April, 2020):

)} The number of suspected cases in that particular district should be more than 100 per
day.

i) The nearest testing laboratory for COVID-19 is more than:
a. Plain areas- 250 kms (4-5 hrs @ 60 Km/hr)
b. Hilly areas- 150 kms (5 hrs @ 30Km/hr)

iii) In case there are testing laboratories within the above mentioned distance, each of the
existing testing laboratories should be testing at least 100 samples per day.
iv) If the nearest testing laboratory is within the above mentioned distance, and not testing

100 samples per day, and does not agree to test the samples from the affected district,
then the existing laboratory will be closed down, and permission will be given to the
new laboratory.

V) The district should have a government laboratory with the following:

e Availability of BSL-2 level laboratory including a molecular biology setup for
virological diagnosis.

e Auvailability of a functioning and calibrated Biosafety cabinet type 2A/2B in the
laboratory.

e Auvailability of cold centrifuge/microfuge for RNA extraction

e Availability of a functioning and calibrated real-time PCR machine.

e Availability of staff with good understanding of laboratory biosafety and
biosecurity, trained for handling respiratory samples for viral diagnosis, RNA
extraction and realtime PCR.

e Available staff with experience of work in virology and handling clinical
specimens, especially respiratory samples.

e Arobust Institutional policy on biomedical waste management of human origin.

e Well defined arrangement for segregation and discarding of biomedical waste.

(Proofs of the above mentioned requirements need to be submitted to ICMR while
applying for a new testing laboratory, which will include documents and
photographs of the laboratory)

20



Vi)

If the district has no government laboratory, but has a private laboratory which can
apply for COVID-19 testing, the laboratory should have NABL accreditation, and the
scope of accreditation must include real-time PCR for respiratory viruses.

(All the required documentations which needs to be provided by the private laboratory
to ICMR is available in the official website of ICMR)

21



Indian Council of Medical Research

New-Delhi
Date: 03/04/2020

Advisory for ICMR approved private labs that are doing COVID 19 testing by Real time
RT-PCR

Kindly store all positive samples at appropriate temperature (-20C/-80C) till shipped to National
Institute of Virology, Pune as mentioned in earlier issued guidelines. Labs can send samples
either fortnightly or monthly depending on their convenience. All positive samples must be sent
to Dr. Varsha Potdar at NIV Pune. Don't forget to include your lab name and sample ID. While
shipping, place samples in screw capped vials and proper Biosafety and Biosecurity precautions
should be followed as per IATA.
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F. No. Z.28015/23/2020-EMR
Government of India
Ministry of Health and Family Welfare

Nirman Bhawan, New Delhi
Dated the 21* March, 2020

ORDER

The guidelines laid down by Indian Council of Medical Research for COVID-19 testing in
private laboratories in India (as annexed) is notified vide Clause (i) and (1) of sub-section 2 of
Section 10 of DM Act, 2005, under the power delegated vide order F. NO. 40-2/2020-DM1

(A): dated 11" March, 2020 for strict follow up and compliance.

Preety
Secretary,
Ministry of Health & Family Welfare

Government of India

23



Guidelines for COVID-19 testing in private laboratories in India

The test to be conducted by a laboratory which has NABL accreditation for real-time
PCR assay for RNA virus.

Whom to test:

Laboratory test should only be offered when prescribed by a qualified physician as per the

ICMR guidleines for COVID-19 testing. Since the guidance evolves periodically, the latest

revised version should be followed (link below).

(https://icmr.nic.in/sites/default/files/upload documents/2020-03-20 covid19 test v3.pdf)/ www.

mohfw.gov.in.

Sample collection and Testing guidelines:

Appropriate biosafety and biosecurity precautions should be ensured while collecting
respiratory samples (oropharnygeal and nasal swab) from a suspect patient.
Alternatively, a COVID-19 specific separate sample collection site may be created.
Preferably, home collection of samples may be done by all the private laboratories.
This will help avoid the contact of people with the suspect case during local travel to
reach the laboratory.

Only real time PCR based assays are recommended. Conventional PCR, in-house real
time PCR and antibody/antigen tests are not recommended for COVID19 testing.
Commercial kits for real time PCR based diagnosis of COVID-19 should be US FDA
approved or European CE Certified or both for in vitro diagnosis of COVID-19 under
emergency use, under intimation to DCGI, MoH&FW. Nucleic acid extraction Kits
and other reagents should be of standard quality.

All the laboratory staff involved in COVID-19 testing should be appropriately trained
in Good Laboratory Practices and performing real-time PCR.

All the biomedical waste should be disposed off in accordance with National
guidelines (https:/dhr.gov.in/sites/default/files/Bio-medical_Waste_Management_Rules_2016.pdf).
The sample should be opened only in Biosafety Cabinet Class II A2. At the time of
sample disposal. the Viral Transport Medium (VTM) with swabs should be discarded

in a biohazard bag containing 2% Lyzol or 5% freshly prepared hypochlorite solution.
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Bag should then be sealed using plastic tag and disposed of in accordance with the
National guidelines.
e Government ID to support the current address and contact number of the suspect

patient should be collected at the time of sample collection.

Reporting protocols:

e Before any laboratory (private or public) start their activities, they must ensure
immediate/real time reporting of the test results along with the contact details to the
ICMR HQ database accessible at https:/cvstatus.icmr.org.in. Login credentials to
each lab for uploading the data will be given by ICMR.

e Each laboratory will be given a registration number by ICMR. The registration
number given by ICMR should be prominently exhibited in case any advertisement is
made and also in the report.

e The access to specified data and analysis to stakeholders like IDSP, MoHFW will be
provided through API for timely initiation of contact tracing and appropriate control
measures.

e The request should be send at aggarwal.n@icmr.gov.in indicating name, contact

details and mobile number of nodal contact for the lab.

Policy for sample storage and destruction:

e« All COVIDI9 positive samples will need to be transported to ICMR-NIV, Pune under
suitable biosafety and biosecurity precautions as laid down by ICMR. The negative
samples will be destroyed within one week of collection.

e No sample should be shared with any other organisation for any purpose.

Cost of the test:

The National Task Force recommends that the maximum cost for testing sample should not
exceed Rs 4,500/-. This may include Rs 1,500 as a screening test for suspect cases, and an
additional Rs 3.000/- for confirmation test. However, ICMR encourages free or subsidized

testing in this hour of National public health emergency.

These guidelines may be amended from time to time.
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Failure to comply with any of the above guidelines will result in legal action.
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ICMR-National Institute of Virology

Standard Operating Procedure For

Detection of 2019 novel coronavirus (2019-nCoV) in
suspected human cases by rRT-PCR : First Line Screening
assay

b. Pipettes
1. Rm. Reagent preparation room

2.Rm. RNA addition room:

¢. Small equipments

2. Biosafety cabinet (Make: Micro FITT, Model: MFI BIO4X2, Serial no: 14476, Rm
no: Reagent preparation room)

For reagent dilutions

0.5-10 pl (Make: BIOHIT, Serial no: 6519410)
20-200 pl ( Make: Thermo, Serial no: CH17505)
100-1000 pl  ( Make: Thermo, Serial no: CH28611)
For master mix preparation( Make: Thermo)

0.5-10 pl (Serial no:\vV44877)
2-20ul ( Serial no: V42740)
20-200 pl (Serial no: U75613)
100-1000 pl (Serial no: CH01229)

5-100 pl multichannel (Make: BIOHIT, Serial no. 6545582)

2-20 pul (Make: Thermo, Serial no. V17267)
3. Rm. Real Time PCR room ( Positive control addition)
2-20pl (Make: Thermo, Serial no.\V90525)

Vortex V1 plus: (Make: BIOSAN, Serial no: 15975, Location: Rm no: Reagent
preparation room),

Minispin: (Make: TAESON, Serial no: 1775, Location: Rm no: Reagent preparation room,
Hood: (Make: Serial no. V-14971, Rm: Real time PCR room)

Miniplate spinner: (Make: Labnet, Serial no. V-15725, Rm: Real Time PCR room)
Plastic ware: MicroAmp Fast reaction tubes (8 tubes/strip) , 96 Thin wall PCR plates,
96 Thin wall PCR plates 0.1 ml, 1.7ml Eppendorf tubes, stand, micro tips, 96 well cooler
Consumables: Disposable powder free gloves, Lab coats, aerosol barrier tips (20ul, 200ul
and 1000ul), Laboratory marking pen, tissue paper rolls

Reagents:

1. Invitrogen SuperScript™ I1l Platinum® One-Step Quantitative Kit (Cat.
N0.11732088)

2. AgPath-ID™ One-Step RT-PCR

3. QlAamp Viral RNA Mini Kit (QIAGEN, Cat#52906) or equivalent RNA
extraction Kit

4. Nuclease Free Water
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A e NIV

ICMR-National Institute of Virology

(ICMR-NIV), Pune

assay

Standard Operating Procedure For
Detection of 2019 novel coronavirus (2019-nCoV) in
suspected human cases by rRT-PCR : First Line Screening

5. Ethanol (96-100%)

Primers and Probes

Assay/ Oligonucleotide Sequence (5°-3’)
Use 1D
E gene E Sarbeco F1 ACAGGTACGTTAATAGTTAATAGCGT
E Sarbeco R2 ATATTGCAGCAGTACGCACACA
E_Sarbeco P1 FAM-
ACACTAGCCATCCTTACTGCGCTTCG
-BHQ
RNaseP RNaseP Forward | AGATTTGGACCTGCGAGCG
?fr:‘t‘zmal RNaseP Reverse | GAGCGGCTGTCTCCACAAGT
Control) RNaseP Probe FAM-
TTCTGACCTGAAGGCTCTGCGCG-
BHQ

R is G/A; FAM, 6-carboxyfluorescein; BHQ, Black Hole Quencher

Documentation:
o Clinical sample register
¢ RNA extraction Laboratory book
¢ Real time PCR Laboratory book
e Result record book

Procedure/Protocol:
1. Perform RNA extraction of clinical samples according to “RNA extraction- QIAmp

viral RNA Mini Kit” protocol in RNA extraction area.

2. Perform real time PCR reactions as shown in table for E gene assays and RNasP
housekeeping gene.

3. Determine the number of reactions (N) to set up per assay. In addition, include
Negative control, Positive control and MOCK (human source cell line) in the test.

4. Prepare excess reaction cocktail to account for pipetting error.
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ICMR-National Institute of Virology
(ICMR-NIV), Pune

Standard Operating Procedure For

Detection of 2019 novel coronavirus (2019-nCoV) in
suspected human cases by rRT-PCR : First Line Screening
assay

If number of samples (n) including controls = 1 to 10, thenN=n+1
5. Inthe clean reagent preparation room prepare the Master Mix:

Calculate the amount of each reagent to be added for each Primer /probe set reaction master

mix.

The calculations are as follows:
Component Volume for E Volume for

gene RNasP

H,O (RNAse free) 5ul 5ul
2x Reaction mix 12.5 ul 12.5 ul
PP mix 1.5 ul 1.5 ul
AgPath One-Step RT- 1l 1l
PCR *
Template RNA 5ul 5ul
Total 25 ul 25 ul

6. Mix reaction mixtures by pipetting up and down. Do not vortex.

7. Centrifuge for 5-10 sec to collect contents at bottom of the tube, and then place the tube
8. Set up reaction strip tubes or plates in 96-well cooler rack.

9. Dispense 20ul of each master mix into each well as per the plate set up.

10. Before moving the plate to the nucleic acid handling area. Pipette 5ul of the nuclease

11. In the nucleic acid extraction room, add 5ul of each sample and 5ul of

12. Cap the column or cover the plate with tissue paper to which the samples and mock

control has been added.

* Invitrogen SuperScrip 111 Platinum One-Step Quantitative Kit, use 0.5ul and
adjust the water volume to 5.5ul

n cold rack.

free water into NTC wells. Cap NTC wells.

Mock extraction control into respective wells as per the set up.
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ICMR-National Institute of Virology
(ICMR-NIV), Pune

Standard Operating Procedure For

Detection of 2019 novel coronavirus (2019-nCoV) in
suspected human cases by rRT-PCR : First Line Screening
assay

14.

13. Finally, pipette 5 pl of positive viral template control (E gene invitro transcribed RNA
and for RNasP add pooled influenza control) into all VTC wells in positive control
addition area. Cap VTC wells/ or seal the plate with optical sealer. Centrifuge the plate
for 10 seconds. Make sure that bubbles are eliminated from the bottom of the reaction

tubes.

manual for plate set up. Save your plate setup!
15. The reaction volume is 25 pl. Program the run method as follows:

Fluorescence data should be collected during the 58°C incubation step.
16. After completion of the run, save the run and analyze the collected data.

Interpretation/examination:

For real time PCR set up follow the instructions given by the Real-time PCR system

Reverse Transcription* 55°C for 30 min
Taq inhibitor inactivation | 95°C for 3 min

A 95°C for 15 Sec
PCR amplification 58°C for 30 sec* (data
(45 Cycles) :
collection)

1. The NTC reactions for primer / probe sets should not exhibit fluorescence growth
curves that cross the threshold line. If a false positive occurs with one or more of the
primer and probe NTC reactions, sample contamination may have occurred.
Invalidate the run and repeat the assay with stricter adherence to the procedure
guidelines.

2. All clinical samples should exhibit RNase P reaction curves that cross the
threshold line at or before 35 cycles, thus indicating the presence of sufficient RNA

from human RNase P gene indicating the specimen is of acceptable quality.
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(ICMR-NIV), Pune

Standard Operating Procedure For

Detection of 2019 novel coronavirus (2019-nCoV) in
suspected human cases by rRT-PCR : First Line Screening
assay

2 o T @

However, it is possible that some samples may fail to give positive reactions due to
low cell numbers in the original clinical sample.
Failure to detect RNase P in any of the clinical samples may indicate:
Improper extraction of nucleic acid from clinical materials resulting in loss of
RNA or carry-over of RT-PCR inhibitors from clinical specimens
Absence of sufficient human cellular material in sample to enable detection
Improper assay set up and execution
Reagent or equipment malfunction
The MOCK should NOT exhibit fluorescence growth curves for primer/probe sets
for 2019-nCoV E gene. Only in RP target, MOCK should show fluorescence growth
curve. If any 2019-nCoV E gene specific primer/probes exhibit a growth curve that
crosses the threshold line, interpret as follows:

a. Contamination of RNA extraction reagents may have occurred. Invalidate
the run and confirm reagent integrity of RNA extraction reagents prior to
further testing.

b. Cross contamination of samples occurred during RNA extraction
procedures or assay setup. Invalidate the run and repeat the assay with
stricter adherence to procedure guidelines.

PTC reactions should produce a positive result with the 2019-nCoV E gene and
RNaseP reactions between 20 and 30 cycles. If expected positive reactivity is not
achieved, invalidate the run and repeat the assay with stricter adherence to
procedure guidelines. Do not use PTC reagents that do not generate expected result.
When all controls meet stated requirements, a specimen is considered presumptive
positive for 2019-nCoV reaction growth curves cross the threshold line within 35
cycles.

Immediately send the sample to Reference laboratory i.e NIV Pune
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ICMR-National Institute of Virology
Standard Operating Procedure For
Detection of 2019 novel coronavirus (2019-nCoV) in
suspected human cases by rRT-PCR : First Line Screening
assay
Limitations

1. Analysts should be trained and familiar with testing procedures and interpretation of

results prior to performing the assay.

2. A false negative result may occur if inadequate numbers of organisms are present in

the specimen due to improper collection, transport or handling.

3. A false negative result may occur if an excess of DNA/RNA template is present in
the reaction. If inhibition of the RP control reaction is noted for a particular sample,
extracted RNA can be tested at 2 or more dilutions (e.g., 1:10 and 1:100) to verify

result.

If the sample is positive, immediately send the sample to Reference
laboratory i.e. ICMR —NIV Pune for Confirmatory testing. It is only
after confirmatory test becomes positive, then the sample can be

declared positive

Confirmatory assay Available at ICMR NIV
e ORF1b

RdRp gene assay
E gene assay
N gene assay

Report: Communicate the result on daily basis to ICMR NIV
Pune
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A EmINIY (ICMR-NIV), Pune

ICMR-National Institute of Virology

Standard Operating Procedure For
Detection of 2019 novel coronavirus (2019-nCoV) in
suspected human cases by rRT-PCR : confirmation assay

b. Pipettes
1. Rm. Reagent preparation room

For reagent dilutions

0.5-10 ul (Make: BIOHIT, Serial no: 6519410)
20-200 pl ( Make: Thermo, Serial no: CH17505)
100-1000 pl  ( Make: Thermo, Serial no: CH28611)
For master mix preparation( Make: Thermo)

0.5-10 pl (Serial no:\vV44877)
2-20ul ( Serial no: V42740)
20-200 pl (Serial no: U75613)
100-1000 pl (Serial no: CH01229)

2.Rm. RNA addition room:

5-100 pl multichannel (Make: BIOHIT, Serial no. 6545582)

2-20 ul (Make: Thermo, Serial no. V17267)
3. Rm. Real Time PCR room ( Positive control addition)
2-20pl (Make: Thermo, Serial no.\V90525)

¢. Small equipments

Vortex V1 plus: (Make: BIOSAN, Serial no: 15975, Location: Rm no: Reagent preparation
room),

Minispin : (Make: TAESON, Serial no: 1775, Location: Rm no: Reagent preparation room,
Hood: (Make: Serial no. V-14971, Rm: Real time PCR room)

Miniplate spinner: (Make: Labnet, Serial no. V-15725, Rm: Real Time PCR room)

Plastic ware: MicroAmp Fast reaction tubes (8 tubes/strip) , 96 Thin wall PCR plates, 96
Thin wall PCR plates 0.1 ml, 1.7ml Eppendorf tubes, stand, micro tips, 96 well cooler

Consumables: Disposable powder free gloves, Lab coats, aerosol barrier tips (20ul, 200ul
and 1000ul), Laboratory marking pen, tissue paper rolls
Reagents:

1. Invitrogen SuperScript™III Platinum® One-Step Quantitative Kit (Cat.
No0.11732088)

2. AgPath-ID™ One-Step RT-PCR

3. QlAamp Viral RNA Mini Kit (QIAGEN, Cat#52906) or equivalent RNA

extraction Kit

Nuclease Free Water

5. Ethanol (96-100%)

e
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3 e NIV

ICMR-National Institute of Virology

(ICMR-NIV), Pune

Standard Operating Procedure For
Detection of 2019 novel coronavirus (2019-nCoV) in
suspected human cases by rRT-PCR : confirmation assay

Primers and Probes

Assay/ Oligonucleotide 1D Sequence (5°-3”)

Use

RdRp RARP_SARSr-F2 GTGARATGGTCATGTGTGGCGG
RARP_SARSr-R1 CARATGTTAAASACACTATTAGCATA
RARP_SARSr-P2 Specific FAM-CAGGTGGAACCTCATCAGGAGATGC-
for Wuhan-CoV QSY

HKU HKU-ORF1b-nspl4F TGGGGYTTTACRGGTAACCT’

ORF

gene HKU-ORF1b-nspl14 R AACRCGCTTAACAAAGCACTC
HKU-ORF1b-nspl14 P FAM-TAGTTGTGATGCWATCATGACTAG-

QSY

FAM, 6-carboxyfluorescein; QSY Quencher (select quencher none in plate set up )

Documentation:

Procedure/Protocol:

Clinical sample register

RNA extraction Laboratory book
Real time PCR Laboratory book

Result record book

1. Perform RNA extraction of clinical samples according to “RNA extraction- QIAmp

viral RNA Mini Kit” protocol in RNA extraction area.

2. Perform real time PCR reactions as shown in table for RdRp, ORF and N gene assays

Determine the number of reactions (N) to set up per assay. In addition, include Negative

control, Positive control and MOCK (human source cell line) in the test.

3. Prepare excess reaction cocktail to account for pipetting error.

If number of samples (n) including controls =1 to 10,then N=n+1
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Standard Operating Procedure For
Detection of 2019 novel coronavirus (2019-nCoV) in
suspected human cases by rRT-PCR : confirmation assay

4. Inthe clean reagent preparation room prepare the Master Mix:

Calculate the amount of each reagent to be added for each Primer /probe set reaction master

mix. The calculations are as follows:

Component Volume for Volume for
RdRp gene ORF

H,O (RNAse free) 5ul 5ul

2x Reaction mix 12.5 ul 12.5 ul

PP Mix 1.5 ul 1.5 ul

AgPath One-Step RT- 1l 1l

PCR *

Template RNA 5ul 5ul

Total 25 ul 25 pl

* Invitrogen SuperScrip 111 Platinum One-Step Quantitative Kit, use 0.5ul and

adjust the water volume to 5.5ul

5. Mix reaction mixtures by pipetting up and down. Do not vortex.

6. Centrifuge for 5-10 sec to collect contents at bottom of the tube, and then place the tube in

cold rack.

7. Set up reaction strip tubes or plates in 96-well cooler rack.

8. Dispense 20ul of each master mix into each well as per the plate set up.

9. Before moving the plate to the nucleic acid handling area. Pipette 5ul of the nuclease

free water into NTC wells. Cap NTC wells.

10. In the nucleic acid extraction room, add 5ul of each sample and 5ul of Mock extraction

control into respective wells as per the set up.

11. Cap the column or cover the plate with tissue paper to which the samples and mock control

has been added.
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Standard Operating Procedure For
Detection of 2019 novel coronavirus (2019-nCoV) in
suspected human cases by rRT-PCR : confirmation assay

12. Finally, pipette 5ul of positive viral template control into all VTC wells in positive control
addition area. Cap VTC wells/ or seal the plate with optical sealer. Centrifuge the plate for
10 seconds. Make sure that bubbles are eliminated from the bottom of the reaction tubes.

13. For real time PCR set up follow the instructions given by the Real-time PCR system
manual for plate set up. Save your plate setup!

14. The reaction volume is 25ul.Program the run method as follows:

Reverse Transcription 55°C for 30 min

Taq inhibitor inactivation 95°C for 3 min

PCR amplification 95°C for 15 Sec

(45 Cycles) 58°C for 30 sec* (data collection)

Fluorescence data should be collected during the 58°C incubation step.

15. After completion of the run, save the run and analyze the collected data.
Interpretation/examination:

1. The NTC reactions for primer / probe sets should not exhibit fluorescence growth curves
that cross the threshold line. If a false positive occurs with one or more of the primer and
probe NTC reactions, sample contamination may have occurred. Invalidate the run and repeat
the assay with stricter adherence to the procedure guidelines.

2. The MOCK should NOT exhibit fluorescence growth curves for primer/probe sets for 2019-
nCoV RdRp, ORF and N gene. Only in RP target, MOCK should show fluorescence growth
curve. If any 2019-nCoV RdRp, ORF and N gene specific primer/probes exhibit a growth
curve that crosses the threshold line, interpret as follows:

a. Contamination of RNA extraction reagents may have occurred. Invalidate the run and

confirm reagent integrity of RNA extraction reagents prior to further testing.
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3.

b. Cross contamination of samples occurred during RNA extraction procedures or assay
setup. Invalidate the run and repeat the assay with stricter adherence to procedure
guidelines.

PTC reactions should produce a positive result with the 2019-nCoV RdRp, and ORF and N
gene reactions between 20 and 30 cycles. If expected positive reactivity is not achieved,
invalidate the run and repeat the assay with stricter adherence to procedure guidelines. Do not
use PTC reagents that do not generate expected result.

When all controls meet stated requirements, a specimen is considered confirmed positive for
2019-nCoV reaction growth curves cross the threshold line within 35 cycles for E gene, and
both RdRp, ORF Or either RdRp or ORF

Limitations

1. Analysts should be trained and familiar with testing procedures and interpretation of
results prior to performing the assay.

2. A false negative result may occur if inadequate numbers of organisms are present in the
specimen due to improper collection, transport or handling.

3. A false negative result may occur if an excess of DNA/RNA template is present in the
reaction.
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INDIAN COUNCIL OF
MEDICAL RESEARCH

Serving the nation since 1911
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Indian Council of Medical Research

Department of Health Research, Ministry of Health
and Family Welfare, Government
of India

Date: 20/04/2020

Total Operational (initiated independent testing) Government
Laboratories reporting to ICMR 201 + 03 collection sites:

S. No. | Names of States Names of Medical Colleges
1. Andhra Pradesh 1. Sri Venkateswara Institute of Medical Sciences,
(7) Tirupati
2. Rangaraya Medical College, Kakinada
3. Sidhartha Medical College, Vijaywada
4.  Govt. Medical College, Ananthpur
5. Guntur Medical College, Guntur
6. Rajiv Gandhi Institute of Medical Sciences,
Kadapa
7. Andhra Medical College, Visakhapatnam
2. Assam (6) 8. Gauhati Medical College, Guwahati
9. Regional Medical Research Center, Dibrugarh
10. Jorhat Medical College, Jorhat
11. Silchar Medical College, Silchar
12. Fakkhruddin Ali Ahmed Medical College,
Barpeta
13. Tezpur Medical College, Tezpur
3. Bihar (6) 14. Rajendra Memorial Research Institute of Medical
Sciences, Patna
15. Indira Gandhi Institute Medical Sciences, Patna
16. Patna Medical College, Patna
17. Darbhanga Medical College, Darbhanga
18. SKMCH, Muzaffarpur
19. All India Institute of Medical Sciences, Patna
4. Chandigarh (3) 20. Post Graduate Institute of Medical Education &
Research
21. Govt. Medical College
22. “*Institute of Microbial Technology
S. Chhattisgarh (3) |23. All India Institute of Medical Sciences, Raipur
24. Late Baliram Kashyap M Govt. Medical College,
Jagdalpur
25. JNM Medical College, Raipur
6. Delhi (8) 26. All India Institute Medical Sciences
27. Lady Hardinge Medical College
28. National Centre for Disease Control
29. Ram Manohar Lohia Hospital
30. Institute of Liver & Biliary Sciences
31. Army Hospital Research & Referral
32. Maulana Azad Medical College
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. No.

Names of States

Names of Medical Colleges

71. Wenlock District Hospital, Mangalore

72. Karnataka Institute of Medical Sciences, Hubli

73. National Institute of Traditional Medicine,
Belagavi

74. Dharwad Institute of Mental Health &
Neurosciences, Dharwad

14. Kerala (13) 75. National Institute of Virology, Field Unit,

Allapuzzha

76. Govt. Medical College, Thiruvanathapuram

77. Govt. Medical College, Kozhikode

78. Govt. Medical College, Thrissur

79. Rajiv. Gandhi Center for Biotechnology,
Thiruvanathapuram

80. Sree Chitra Tirunal Institute of Medical Sciences,
Thiruvanathapuram

81. State Public Health Laboratory, Trivandrum

82. Inter University, Kottayam

83. Malabar Cancer Center, Thalassery

84. Central University of Kerala, Periye, Kasaragod

85. Govt. Medical College, Ernakulum

86. Govt. Medical College, Manjeri

87. Govt. Medical College, Kottayam

15. Maharashtra (22) |88. National Institute of Virology, Pune

89. Seth GS Medical College & KEM Hospital,
Mumbai

90. Kasturba Hospital for Infectious Diseases,
Mumbai

91. National Institute of Virology Field Unit, Mumbai

92. Armed Forces Medical College, Pune

93. BJ Medical College, Pune

94. Indira Gandhi Govt. Medical College, Nagpur

95. Grant Medical College & Sir JJ Hospital, Mumbai

96. Govt. Medical College, Aurangabad

97. V. M. Government Medical College, Solapur

98. Haffkine Institute, Mumbai

99. Shree Bhausaheb Hire Govt. Medical College,
Dhule

100. Government Medical College, Miraj

101. All India Institute of Medical Sciences, Nagpur

102. Nagpur Veterinary College, MAFSU, Nagpur

103. Govt. Medical College, Akola

104. National Institute for Research on Reproductive
Health, Mumbai

105. Rajiv Gandhi Medical College & CSM Hospital,
Kalwa, Thane, Mumbai

106. National AIDS Research Institute, Pune

107. *Tata Memorial Centre ACTREC, Mumbai

108. *National Centre for Cell Sciences, Pune

109. *National Environmental Engineering Research

Institute, Nagpur
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S. No. | Names of States Names of Medical Colleges
16. Madhya Pradesh [110. All India Institute of Medical Sciences, Bhopal
(10) 111. National Institute for Research on Tribal Health,
Jabalpur
112. Mahatma Gandhi Memorial Medical College,
Indore
113. Gandhi Medical College, Bhopal
114. Bhopal Memorial Hospital & research Centre,
Bhopal
115. Gajra Raja Medical College, Gwalior
116. Bundelkhand Medical College, Sagar
117. SS Medical College, Rewa
118. *Defence Research & Development Organization,
Gwalior
119. *ICAR-NIHSAD, Bhopal
17. Manipur (2) 120. Jawaharlal Nehru Institute of Med. Sciences,
Imphal-East, Manipur
121. Regional Institute of Medical Sciences, Imphal
18. Meghalaya (1) 122. North Eastern Indira Gandhi Regional Institute
of Health & Medical Sciences, Shillong,
Meghalaya
19. Mizoram (1) 123. Zoram Medical College
20. Odisha (6) 124. Regional Medical Research Centre,
Bhubaneshwar (High-throughput Laboratory)
125. All India Institute of Medical Sciences,
Bhubaneshwar
126. SCB Medical College and Hospital, Cuttack
127. MKCG Medical College, Berhampur
128. Ispat General Hospital, Rourkela
129. *Institute of Life Sciences, Bhubaneshwar
21. Puducherry (1) 130. Jawaharlal Institute of Postgraduate Medical
Education & Research, Puducherry
22. Punjab (3) 131. Govt. Medical College, Amritsar
132. Govt. Medical College, Patiala
133. Guru Gobind Singh Medical University, Faridkot
23. Rajasthan (9) 134. Sawai Man Singh Medical College, Jaipur
135. Dr. Sampurnan and Medical College, Jodhpur
136. Jhalawar Medical College, Jhalawar
137. RNT Medical College, Udaipur
138. SP Medical College, Bikaner
139. All India Institute of Medical Sciences, Jodhpur
140. JLN Medical College, Ajmer
141. Govt. Medical College, Kota
142. National Institute for Implementation Research
on Non-Communicable Diseases (Formerly
DMRC), Jodhpur
24. Tamil Nadu (22) [143. King Institute of Preventive Medicine & Research,
Chennai
144. Madras Medical College, Chennai
145. Govt. Theni Medical College, Theni
146. Tirunelveli Medical College, Tirunelveli
147. Govt. Medical College, Thiruvarur
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S. No. | Names of States Names of Medical Colleges
148. Kumar Mangalam Govt. Medical College, Salem
149. Coimbatore Medical College, Coimbatore
150. Govt. Medical College, Villupuram
151. Madurai Medical College, Madurai
152. K A P Viswanatham Govt. Medical College, Trichy
153. Perundurai Medical College, Perundurai
154. Govt. Dharmapuri Medical College, Dharmapuri
155. Govt. Medical College, Vellore
156. Thanjavur Medical College, Thanjavur
157. State Public Health Laboratory, Chennai
158. National Institute of Epidemiology, Chennai
159. Kanyakumari Govt. Medical College, Nagercoil
160. Govt. Thoothukudi Medical College,
Thoothukudi
161. Institute of Vector Control & Zoonoses, Hosur
162. Pasteur Institute of India, Coonoor
163. Govt. Kilpauk Medical College, Chennai
164. Govt. Medical College & ESIC Hospital,
Coimbatore
25. Telangana (8) 165. Gandhi Medical College, Secunderabad
166. Osmania Medical College, Hyderabad
167. Sir Ronald Ross of Tropical & Communicable
Diseases, Hyderabad.
168. Nizam’s Institute of Medical Sciences, Hyderabad
169. Institute of Preventive Medicine, Hyderabad
170. ESIC Medical College, Hyderabad
171. *Centre for Cellular & Molecular Biology,
Hyderabad
172. *Centre for DNA Fingerprinting & Diagnostics,
Hyderabad
26. Tripura (1) 173. Government Medical College, Agartala
27. Uttar Pradesh 174. King George Medical University, Lucknow
(15) 175. Institute of Medical Sciences, Banaras Hindu
University, Varanasi
176. Jawaharlal Nehru Medical College, Aligarh
177. Command Hospital, Lucknow
178. Lala Lajpat Rai Memorial Medical College,
Meerut
179. Sanjay Gandhi Post Graduate Institute, Lucknow
180. MLN Medical College, Allahabad
181. Uttar Pradesh University of Medical Sciences
(Formerly Uttar Pradesh RIMS), Saifai
182. MLB Medical College, Jhansi
183. Regional Medical Research Centre, Gorakhpur
184. SN Medical College, Agra
185. RML Hospital, Lucknow
186. Govt. Institute of Medical Sciences, Noida
187. GSVM Medical College, Kanpur
188. National Institute of Biologicals, Noida (High-
throughput Laboratory)
28. Uttarakhand (2) [189. Govt. Medical College, Haldwani
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S. No. | Names of States Names of Medical Colleges
190. All India Institute of Medical Sciences, Rishikesh
29. West Bengal (9) |191. National Institute of Cholera & Enteric Diseases,
Kolkata
192. Institute of Post Graduate Medical Education &
Research, Kolkata
193. Midnapore Medical College, Midnapore
194. North Bengal Medical College, Darjeeling
195. School of Tropical Medicine, Kolkata
196. Malda Medical College & Hospital, Malda
197. Command Hospital, Kolkata
198. Chittaranjan National Cancer Institute, Kolkata
199. R.G. Kar Medical College & Hospital, Kolkata
30. Andaman & 200. Regional Medical Research Centre, Port Blair
Nicobar Islands
(1)
31. Dadra & Nagar |201. Shri Vinoba Bhave Civil Hospital, Silvassa
Haveli (1)
Collection sites only
31. Sikkim (1) 202. Sir Thutob Namgyal Memorial (STNM), Gangtok
32. Ladakh (1) 203. Sonam Norboo Memorial Hospital (SNMH), Leh
33. Arunachal 204. Tomo Riba Institute of Health & Medical Sciences
Pradesh (1) (TRIHMS), Naharlagun

*CSIR/DBT/DST/DAE/ICAR/DRDO Labs. No support is sought from ICMR/ State Govt.
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Serving the nation since

IcMR

INDIAN COUNCIL OF
MEDICAL RESEARCH
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Indian Council of Medical Research

Department of Health Research, Ministry of Health
and Family Welfare,
Government of India

Date: 20/04/2020

List of Private Laboratories to test COVID-19

. No.

Names of States

Names of Laboratory and Address

1. Delhi (1 1) 1. Lal Path Labs, Block -E, Sector 18, Rohini, Delhi
2. Dr Dangs Lab, C-2/1, Safadarjung Development
Area, New-Delhi
3. Laboratory  Services, Indraprastha Apollo
Hospitals, Sarita Vihar, New Delhi
4. Max Lab, Max Super Spciality Hospital, Saket,
New-Delhi
5. Sir Ganga Ram Hospital Clinical Lab Services,
Sir Ganga Ram Hospital, Delhi
6. Oncquest Labs Ltd, 3-Factory Road, New-Delhi
7. Prognosis Laboratories, 515-16, Sector 19,
Dwarka
8. City X-Ray & Scan Clinic Pvt Ltd, 4B/18, Tilak
Nagar, New-Delhi
9. Lifeline Laboratory, H-11, Green Park Extension,
New-Delhi
10.Dept of Lab Services, Dr. B.L. Kapur Memorial
Hospital, 5, Pusa Road, New-Delhi
11.Dept of Laboratory Services, Action Cancer
Hospital, A-4, Paschim Vihar (East), New-Delhi
2. Gujarat (4) 12.Unipath Specialty laboratory limited, 102, Sanoma
Plaza, Opposite Parimal Garden, Besides JMC House,
Ellisbridge, Ahmedabad
13. Supratech Micropath Laboratory & Research Institute
Pvt Ltd, Kedar, Ahmedabad
14.SN GeneLab Pvt Ltd, President Plaza —A, Near Mahavir
Hospital, Nanpura, Surat
15.Pangenomics International Pvt Ltd, Ellis Bridge,
Ahmedabad
3. Haryana (6) 16. Strand Life Sciences, A-17, Sector 34, Gurugram

17.
18.

19.

20.

21.

SRL Limited, GP26, Sector 18, Gurugram

Modern Diagnostic & Research Centre-Lab, 363-364/4,
JAwahar Nagar. Gurgaon

Core Diagnostics Pvt Ltd, Udyog Vihar Phase-3,
Gurgaon

MolQ Laboratory, Plot 28,29; Sector 18(P), Electronic
city, Udyog Vihar, Phase IV, Gurgaon

Pathkind Diagnostics Pvt Ltd, Plot 55-56, Phase 4,
Udyog Vihar, Sec 18, Gurgaon
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. No.

Names of States

Names of Laboratory and Address

4. Karnataka (5) 22.Neuberg Anand Reference Laboratory, Anand Tower,
#54, Bowring Hospital Road, Bengaluru
23.Cancyte Technologies Pvt Ltd, Sri Shankara Research
Centre, Bengaluru
24.Sakra World Hospital Lab Services, Devarabeesanahalli
VArthur Hobli, Bengaluru
25.Central Diagnostic Lab, Vydehi Institute of Medical
Sciences and Research Centre, #82, E.P.I.P. Area,
Whitefield, Bengaluru
26.Lab Services, Apollo Hospitals, 154/11, Bannerghatta
Road, Bengaluru
5. Kerala (2) 27.DDRC SRL Diagnostics Pvt Ltd, Panampilly Nagar,
Ernakulam
28.MIMS Lab Services, Govindapuram, Kozhikode
o. Madhya Pradesh (2) 29. Chirayu Medical College & Hospital, Bhopal Indore
Highway, Bhaisakhedi, Bhopal
30.Sampurna Sodani Diagnostic Clinic, LG-1, Morya
Centre, 16/1 Race Course Road, Indore
7. Maharashtra (20) 31.Thyrocare Technologies Limited, D37/1, TTC MIDC,

32.

33.

34.

35.

36.
37.

38.

39.

40.

41.

42.

43.

44.

45.

46.

47.

48.

Turbhe, Navi Mumbai

Suburban Diagnostics (India) Pvt. Ltd., 306, 307 /T, 3rd
Floor, Sunshine Bld., Andheri (W), Mumbai

Metropolis Healthcare Ltd, Unit No. 409-416, 4th Floor,
Commercial Building-1, Kohinoor Mall, Mumbai

Sir H.N. Reliance Foundation Hospital and Research
Centre, Molecular Medicine, Reliance Life Sciences Pvt.
Ltd., R-282, TTC Industrial Area, Rabale, Navi Mumbai
SRL Limited, Prime Square Building, Plot No 1, Gaiwadi
Industrial Estate, SV Road, Goregaon, Mumbai

A.G. Diagnostics Pvt Ltd, Nayantara Building, Pune
Kokilaben Dhirubhai Ambani Hospital Laboratory, Four
Bungalows, Mumbai

InfeXn Laboratories Private Limited, A/131, Therelek
Compound, Road No 23, Wagle Industrial Estate, Thane
(W)

iGenetic Diagnostics Pvt Ltd, Krislon House, Andheri
East, Mumbai

Tata Memorial Centre Diagnostic Services-Tata
Memorial Hospital, Parel, Mumbai

Sahyadri Speciality Labs, Plot No 54, S.No. 89-90,
Lokmanya Colony, Kothrud, Pune

Dr. Jariwala Lab & Diagnostics LLP, 1st Floor, Rasraj
Heights, Rokadia Lane, Off Mandpeshwar Road, Borivli
(W), Mumbai

Ruby Hall Clinic, Dept of Laboratory, Grant Medical
Foundation, 40, Sassoon Road, Pune

Metropolis Healthcare Limited, Construction House,
796/ 189-B, Bhandarkar Institute Road, Pune

Qualilife Diagnostics, Balaji Arcade, 1st Floor, 544 /A,
Netaji Subhash Road, Mulund (W), Mumbai

SRL Diagnostics — Dr. Avinash Phadke (SRL Diagnostics
Pvt Ltd), Mahalaxmi Engineering Estate, 2»d Floor, L.J.
Cross Road No 1, KJ Khilnani High School, Mahim
(West), Mumbai

Sunflower Lab & Diagnostic Center, Keshav Kunj,
Marve Road, Malad West, Mumbai

Department of Laboratory Medicine — P.D. Hinduja
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S. No. | Names of States Names of Laboratory and Address
National Hospital and Medical Research Centre, Veer
Savarkar Marg, Mahim, Mumbai
49.Aditya Birla Memorial Hospital — Laboratory, Aditya
Birla Marg, Chinchwad, Pune
50.Vaidya Lab Thane, Unit of Millenium Special Lab Pvt
Ltd, Odyssey Park, 2nd Floor, 201, Raghunath Nagar,
Wagle Estate, Thane
Orissa (1) 51.Dept of Lab Services, Apollo Hospitals, Bhubaneswar
Punjab (2) 52.Department of Microbiology, Dayanand Medical College
& Hospital, Tagore Nagar, Civil Lines, Ludhiana
53.Tuli Diagnostic Centre, Majitha Road, Amritsar
10. Rajasthan (2) 54.Central Lab, The Mahatma Gandhi University of
Medical Sciences and Technology, RIICO Institution
Area, Sitapura, Tonk Road, Jaipur
55.Dr. B Lal Clinical Lab Pvt Ltd, 6-E, Malviya Industrial
Area, Malviya Nagar, Jaipur
11. Tamil Nadu (10) 56. Dept. of Clinical Virology, CMC, Vellore
S57.Department of Laboratory Services, Apollo Hospitals
Enterprise Ltd, Chennai
58.Neuberg Ehrlich Lab Pvt Ltd, 46-48 Masilamani Road,
Balaji Nagar, Chennai
59. Sri Ramachandra Medical College & Research Institute,
Porur, Chennai
60. Microbiology Lab, Veerakeralam Road, Coimbatore
61.YRG CARE, Taramani, Chennai
62.Hitech Diagnostic Centre- A Unit of Dr. Ganesan’s
Hitech Diagnostic Centre PVt Ltd, Poonamallee High
Road, Chennai
63. MIOT Hospitals — Dept of Lab Medicine, 4/112, Mount
Poonamallee Road, Manapakkam, Chennai
64.Madras Medical Mission Clinical Lab Services, 4-A, Dr.
J. Jayalalitha Nagar, Mogappair East, Chennai
65.PSG Hospitals Diagnostic Centre, Avinashi Road,
Peelamedu, Coimbatore
12. Telangana (12) 66.Laboratory Services, Apollo Hospitals, 6th Floor,

67.

68.

69.

70.

71

73.

74.

75.

76.

Health Street Building, Jubilee Hills, Hyderabad

Vijaya Diagnostic Centre Pvt Ltd, Street No 19,
Himayath Nagar, Hyderabad

Vimta Labs Ltd, Plot No 142, Phase 2, IDA Cherlapally,
Hyderabad

Apollo Health and Lifestyle Limited, Diagnostic
Labortory, Bowenpally, Secunderabad

Dr. Remedies Labs Private Ltd, A3, Titus Plaza, Sharma
Commercial Complex, Punjagutta, Hyderabad

.Pathcare Labs Pvt Ltd, Medchal, Hyderabad
72.

American Institute of Pathology And Lab Sciences Pvt
Ltd, Citizens Hospital, Serilingampally, Hyderabad
Medcis Pathlabs India Pvt Ltd, Plot No 16 & 17, Swathi
Plaza, Anand Nagar, New Bowenpally, Secunderabad
Department of Lab Medicine, Yashoda Hospital, 9th
Floor, 1-1-156 & 157, Alexander Road, Secunderabad
Biognosys Technologies (India) Pvt Ltd, #8-148/174/11,
NRI Colony, Near Aleap Industrial Area, Medchal,
Malkajgiri

Dept of Lab Medicine, Star Hospitals, A Unit of Unimed
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S. No. | Names of States Names of Laboratory and Address
Health Care Pvt Ltd, 8-2-594/B, Road No 10, Banjara
Hills, Hyderabad
77.Tenet Diagnostics, Plot No 51, Kineta Towers,
Journalist Colony, Road No 3, Banjara Hills, Hyderabad
U.P. (2) 78.RML Mehrotra Pathology Pvt Ltd, Nirala Nagar,
13 Lucknow
) 79.Dept of Lab Medicine, Jaypee Hospital, Sector 128,
Noida
Uttarakhand (1) 80.Dr. Ahuja’s Pathology and Imaging Centre, 7-B, Astley
14. Hall, Dehradun
15. West Bengal (6) 81.Apollo Gleneagles Hospitals, 58 Canal Circular Road,
Kolkata
82.Tata Medical Center, Rajarhat, Kolkata
83.Laboratory Services, Peerless Hospitex Hospital &

84.

85.

86.

Research Centre, 360, Panchasayar, Kolkata

AMRI Hospitals, Dept of Lab Medicine, JC 16-17, Sector
III, Salt Lake City, Kolkata

Suraksha Diagnostic Pvt Ltd (Dept of Lab Services),
12/1, Premises No 02/0327, DG Block (Newtown),
Action Area 1D, Newtown, Kolkata

Dr. Lal Pathlabs Ltd — Kolkata Reference lab, Plot No
CB-31/1, Premises No 031-0199, Street No 199, Action
Area 1C, Newtown, Kolkata
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Status of new COVID-19 Govt. & Private testing laboratories as per request of the State Govt.

INDIAN COUNCIL OF MEDICAL RESEARCH

DEPARTMENT OF HEALTH RESEARCH

CATEGORYWISE LIST OF GOVERNMENT LABORATORIES:

Date: 20/04/2020

S. No. | State Name of the Laboratory Category

1 Chhattisgarh (1) | LSLRAM Govt. Medical College, Raigarh 2

2 Gujarat (1) Gujarat Cancer & Research Institute, Ahmedabad 2
RMMC, Government Medical College 2

3 Tamil Nadu (2) | Chidambaram, Cuddalore District
Dr ALM Institiute of Medical Sciences, Taramani 2

4 Uttarakhand (1) | Doon Medical College, Dehradun 2

5 Puduchery(1) IGMC, Puduchery 2
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Proposals of Category 1 labs received by ICMR and referred back to State/ Mentor Institute

S. State Name of the Laboratory Category Update Status
No.
1. Andhra Pradesh (3) | Govt. Medical College, Kurnool 1 Email sent to Dean/Mentor Ins/PS health on
14/04/2020
Govt. Medical College, Srikakulam 1 Email sent to Dean/Mentor Ins/PS health on
14/04/2020
ACSR Govt. Medical College, Nellore 1 Email sent to Dean/Mentor Ins/PS health on
14/04/2020
2. Bihar (2) ANMMCH, Gaya 1 Email sent to Dean/Mentor Ins/PS health on
14/04/2020
JNMC, Bhagalpur 1 Email sent to Dean/Mentor Ins/PS health on
14/04/2020
3. Chattishgarh (1) Chhattisgarh Institute of Medical Sciences, 1 Email sent to Dean/Mentor Ins/PS health on
Bilaspur 14/04/2020
4, Delhi (2) Rajiv Gandhi Super speciality Hospital, 1 Email sent to Dean/Mentor Ins/PS health on
Delhi 14/04/2020
IBHAS Delhi 1 Email sent to Dean/Mentor Ins/PS health on
15/04/2020
5. Gujarat (1) GMERS, Gandhinagar 1 Email sent to Dean/Mentor Ins/PS health on
14/04/2020
6. Haryana (4) Shaheed Hasan Khan Mewati, Govt. 1 Email sent to Dean/Mentor Ins/PS health on
Medical College, Nalhar, Nuh 14/04/2020
Maharaja Agrasen Medical College, Agroha, 1 Email sent to Dean/Mentor Ins/PS health on
Hisar 14/04/2020
SHKM, Govt. Medical College, Nalhar, Nuh 1 Email sent to Dean/Mentor Ins/PS health on
14/04/2020
Command Hospital, Chandimandir 1 Email sent to Dean/Mentor Ins/PS health on
14/04/2020
8. Kerala (3) Govt. Medical College, Ernakulum 1 Email sent to Dean/Mentor Ins/PS health on
14/04/2020
Govt. Medical College, Kottayam 1 Email sent to Dean/Mentor Ins/PS health on
14/04/2020
Govt. Medical College, Kannur 1 Email sent to Dean/Mentor Ins/PS health on
14/04/2020
9. Madhya Pradesh (1) | S.S. Medical College, Rewa 1 Email sent to Dean/Mentor Ins/PS health on
14/04/2020
10. | Mabharashtra (12) Govt. Medical College, Latur 1 Email sent to Dean/Mentor Ins/PS health on
14/04/2020
Swami Ramanand Theerth Rural Govt. 1 Email sent to Dean/Mentor Ins/PS health on
Medical College, Ambajogai 14/04/2020
Rajashri Chhatrapati Shahu Maharaj Govt. 1 Email sent to Dean/Mentor Ins/PS health on
Medical College, Kolhapur 14/04/2020
Mahatam Gandhi Insitute of Medcal 1 Email sent to Dean/Mentor Ins/PS health on
Sciences, Sevagaram, Wardha 14/04/2020
. . . 1 Email sent to Dean/Mentor Ins/Municipal
Topiwala National Medical College, CommisiPS health on 15/04/2020.
Mumbai L . .
Telephonic discussion made with Dean
. . . 1 Email sent to Dean/Mentor Ins/Municipal
k/loukrzwt;i;ya Tilka Medical College, Sion C_ommi_s.. on 15/04/2020_ Telephor_ﬂc
discussion made with Dean and Micro HoD
HBT Medical College & Cooper Hospital 1 Email sent to Dean/Mentor Ins/Municipal
Mumbai Commis./PS,Health. on 15/04/2020.
Gowt. Medical College, Baramati, 1 Email sent to Dean/Mentor Ins/PS,Health.

on 15/04/2020
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Shri Vasantrao Naik Govt. Medical College,
Yavatmal

Email sent to Dean/Mentor Ins/ PS,Health.
on 15/04/2020

Govt. Medical College, Chandrapur

Email sent to Dean/Mentor InsPS,Health. on
15/04/2020

Dr. Shankrrao Chavan Govt. Medical
College, Nanded,

Email sent to Dean/Mentor Ins/ PS,Health.
on 15/04/2020

Government Medical College,Gondia

Email sent to Dean/Mentor Ins/ PS,Health.
on 15/04/2020

11. | Meghalaya (1) Govt. Civil Hospital, Tura, Meghalaya Email sent to Dean/Mentor Ins/PS health on
14/04/2020
12 | Odisha (1) VIMSAR, Burla Email sent to Dean/Mentor Ins/PS health on
14/04/2020
13. | Rajasthan (1) RVRS Medical College, Bhilwara Email sent to Dean/Mentor Ins/PS health on
14/04/2020
14. | Tamil Nadu (1) Kanyakumari Govt. Medical College, Email sent to Dean/Mentor Ins/PS health on
Nagercoil 14/04/2020
15. | West Bengal (2) Murshidabad Medical College & Hospital Email sent to Dean/Mentor Ins/PS health on
14/04/2020
NRS Medical College and Hospital, West Email sent to Nodal officer16/04/2020
Bengal
16 | Uttarakhand (1) Srinagar Medical College, Pauri Garwal Email sent to Dean/Mentor Ins/PS health on

14/04/2020

Private Medical Colleges/ Private Laboratories:

S. No. | State

Name of the Medical College / Laboratory

Requirements

1 | Madhya Pradesh (5)

RD Gardi Medical College, Ujjain

NABL certificate reqd

Sri Aurobindo Institute of Medical Sciences, Indore

NABL certificate reqd

Central Lab, Indore

NABL certificate reqd

Index Medical College Hospital & Research Institute

NABL certificate reqd

RKDF Medical College and Research centre, Bhopal

NABL certificate reqd

2 | Karnataka (3)

JN Medical College, KAHER Belagavi

NABL certificate reqd

S. S Institute of Medical Sciences and Research
Centre

NABL certificate reqd

K.S.Hegde Medical Academy, Mangalore

NABL certificate reqd

w

Guijarat (1)

Apollo Hospital, Gandhinagar

NABL certificate reqd

4 | Uttarakhand (2)

Mahantra Indresh Medical College, Dehradun

NABL certificate reqd

Himalayan Institute of Medical Sciences, Dehradun

NABL certified but not for
Realtime PCR based testing

5 | Telangana (2)

LEPRA Society, Hyderabad

NABL certificate reqd

RVM Institute Of Medical Sciences And Resarech
Center, Siddipet

NABL certificate reqd

6 | Uttar Pardesh (2)

Sharda Hospital, Greater Noida

NABL certificate reqd

Subharti Medical College,Meerut

NABL certified but not for
Realtime PCR based testing

7 | Haryana (2)

Imperial Life Sciences, Gurgaon

NABL certificate reqd

M.M. Institute of Medical Sciences and Research,
Ambala

NABL certificate reqd

8 | Maharastra (19)

ORANGE CITY HOSPITAL & RESEARCH
INSTITUTE, Nagpur

NABL certified Scope pending

MGM Medical College and Hospital, Aurangabad

NABL certificate not received

K.J Somaiya Medical College, Sion Mumbai

NABL certificate not received

Terna Medical College Talegaon Dabhade, Pune

NABL certificate reqd

Dr. Vasantrao Pawar Medical College, Nashik

NABL certificate reqd

Annasaheb Chudaman Patil Memorial Medical
College, Dhule

NABL certificate reqd
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Dr. VVPF's Medical College, Ahmednagar

NABL certificate reqd

Smt. Kashibai Navale Medical College, Pune

NABL certificate reqd

Dr. Ulhas Patil Medical College, Jalgaon

NABL certificate reqd

BKL Walawalkar Rural Medical College, Ratanagiri

NABL certificate reqd

Prakash Institute of Medical Sciences & Research
Sangli

NABL certificate reqd

SMBT insitute of Medical Sciences & Research
Centre, Nashik

NABL certificate reqd

Vedanta Institute of Medical Sciences, Palghar

NABL certificate reqd

NKP Salve Medical College, Nagpur

NABL certificate reqd

MIMSR Medical College, Latur

NABL certificate reqd

Indian Institute of Medical Sciences & Research,
Jalna

NABL certificate reqd

Panjabrao Deshmukh Medical College, Amravati

NABL certificate reqd

Ashwini Rural Medical College,
Hospital & Research Centre

NABL certificate reqd

Datta Meghe Medical College &
Shalinitai Meghe Hospital and Research Centre,
Nagpur

NABL certificate reqd

9 | Tamil nadu (4) Velammal Medical College Hospital & Research NABL certificate reqd

Institute, Madhurai
Sundaram Medical Foundation NABL certificate reqd
Dr. Rangarajan Memorial Hospital, Chennai
Dhanalakshmi Srinivasan Medical College & NABL certificate reqd
Hospital
Karpagam Faculty of Medical Sciences & NABL certificate reqd
Research,Coimbatore

10 | Sikkim (1) Sikkim Manipal College of Medical Sciences, NABL certificate reqd
Gangtok

11 | Andhra Pradesh (2) Alluri Sitarama Raju Academy of Medical Sciences, | NABL certificate reqd

Eluru, West Godavari

Narayana Medical College, Nellore

NABL certificate reqd
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INDIAN COUNCIL OF MEDICAL RESEARCH
DEPARTMENT OF HEALTH RESEARCH
Protocol for approving a COVID-19 testing facility in view of National Emergency

ICMR is willing to facilitate establishment of a full-fledged COVID-19 testing facility in all
Government Medical Colleges and Private Medical Colleges (for private MCs: NABL accreditation for

real-time PCR of RNA viruses is required).

A laboratory will be considered fit for assessment by ICMR when the following basic requirements
will be available:

Real Time RT-PCR machine which is calibrated and functional.

Biosafety Level 2 cabinet which is calibrated and functional.

Cold centrifuge

Pipettes, RNA extraction kits, plasticware and other basic consumables.

Autoclave for sterilizing the waste.

Staff is available and has some previous experience of work using real-time PCR
machine.

7. Biomedical waste management policy in place and understanding on segregation of
infectious waste.

AN

Once the above requirements are met, only then ICMR may be approached for approval.

Steps of Approval from ICMR:

Categories Nomenclature

Category 1: Any of the above- | Cannot be considered in the present form.
mentioned requirements 1-7 are | State Govt. support is required for meeting the
not met. above criteria.

Category 2: All the above | Under review

requirements 1-7 are fulfilled.
Category 3: Staff trained at | Approved
nearest VRDL and the trainer
recommends the lab.

Category 4: First test is run | Functional Lab. Fit to start independent testing
independently and successfully
by the lab and results are shared
with ICMR.

*As and when the labs will move from category 1 to 2, ICMR will consider facilitating a COVID-19
testing facility.
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Guidelines for use of commercial kits for nasal/throat swab based diagnosis of COVID-19
in India, 10 April, 2020

e Atotal of 24 non- US FDA EUA/CE IVD real-time RT-PCR kits have been validated by ICMR
validation Centres. Following kits are found suitable for use:

1. Altona Diagnostics RealStar SARS-CoV-2 RT-PCR kit 1.0 023005

2. MY LAB Patho Detect PP00005-C-032001
3. KILPEST (BLACKBIO) TRUPCR version 2 COV-19/v2/2020/01
4. Seegene Allplex 2019-nCoV assay RP4520A01

5. SD Biosensor nCoV Real-Time Detection kit MNCO 0120004
6. Huwel Lifesciences Quantiplus CoV detection kit ver2.0 QLCNV0620

*Above listed kits are validated with the mentioned batch number only. Responsibility for batch to batch
consistency lies with the manufacturer.

e Central Drugs Standard Control Organization (CDSCO) has been intimated for above listed kits.
e USFDA /EU CE-IVD certified kits can be used directly after due marketing approval from DCGI.
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Guidelines for use of commercial kits for nasal/throat swab based diagnosis of COVID-19 in India, 2 April, 2020

e Currently, RT-PCR probes for diagnosis of COVID-19 are procured from USA by ICMR-NIV and are
distributed to the testing laboratories across the country

e ICMR welcomes use of commercial kits for diagnosis of COVID-19

e US FDA EUA/CE IVD approved kits can be used directly after due approval from DCGI and intimation to

ICMR

e ICMR has established a fast-track mechanism for validation of non US FDA EUA/CE IVD approved kits at
ICMR NIV. Test kits with 100% concordance among true positive and true negative samples will be
approved for commercial use in India

e ICMR NIV has completed evaluation of 20 non- US FDA EUA/CE IVD kits. The results of the validation
are summarized in the following table

1. Altona
Diagnostics
2. MY LAB
3. BGI

4. Krishgen Bio
System

5. ABI

6. HIMEDIA

7. HUWEL

8. lIT-Delhi

9. KILPEST
(BLACKBIO)
10. Genesig
11. Roche

12. Roche

13. Roche

14. Seegene
15.SD
Biosensor

16. AmpliGene
India Biotech
17. AmpliGene
India Biotech
18.
Biogenomics
19. COSARA
Diagnostics
20. KILPEST
(3B BLACKBIO)

RealStar SARS-CoV-2 RT-PCR kit 1.0

Patho Detect

Real Time Fluorescent RT-PCR Kit for detecting 2019-
nCoV

SARS-CoV-2 Coronavirus Real Time RT-PCR (RT-
gPCR) Detection Kit v1

TagMan 2019-nCoV Control Kit v1

Hi —PCR Corona Virus (CoViD-19) Probe PCR Kit
Quantiplus Coronavirus (2019nCoV) detection kit
SYBR Green based one step QRT-PCR

TRUPCR

Coronavirus (COVID19) genesig Real Time PCR Assay
LightMix Modular SARS and Wuhan CoV E gene
LightMix Modular SARS and Wuhan CoV N gene
LightMix Modular Wuhan RdRp gene

Allplex 2019-nCoV assay

nCoV Real-Time Detection kit

AmpEZ Covid -19 using real-time PCR machine
AmpEZ Covid -19 using Ampligene device

COVID -19 detection kit

SARAGENE Corona Virus (2019 NCV) test kit

TRUPCR SARS-CoV-2RT-gqPCR kit version 2

100% 100%
100% 100%
100% 90%
100% 80%
100% 90%
100% 5%
100% 40%
98% 10%
100% 75%
100% 84%
91% 100%
93% 67%
100% 60%
100% 100%
100% 100%

Inconclusive results. Needs further
product development
Inconclusive results. Needs further
product development

82% 100%
88% 100%
100% 100%

(Sensitivity and specificity of the kits could not be calculated since there were no false positive and false negative samples)

e ICMR recommends these results and the Central Drugs Standard Control Organization (CDSCO) has
been intimated.
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INDIAN COUNCIL OF MEDICAL RESEARCH
DEPARTMENT OF HEALTH RESEARCH

Date: 19/04/2020

Additional Guidelines for TrueNat testing for COVID-19

In addition to existing guidelines for testing for COVID-19 (including the biosafety precautions
for sample collection and transportation); TrueNat being a screening test for COVID-19,
following procedures may be followed for registration of laboratories on ICMR portal —

1. Since TrueNat is a screening test, therefore a confirmatory test is necessary.
Accordingly, for Government laboratories, where ever TrueNat is planned to be used
as a standalone unit; it must be mapped with an existing laboratory registered with
ICMR for real time RT-PCR testing for COVID-19. In such a case, the -

e Negative test results uploaded by the TrueNat laboratory will be deemed as
final for that episode of testing; and

e Positive test results uploaded by the TrueNat laboratory will be deemed as
provisional and will be considered as confirmatory only after uploading of real
time RT-PCR test results by the concerned / mapped laboratory registered for
COVID-19 real time RT-PCR testing; and

e Transportation of the sample(s), on positive result by TrueNat, for further
confirmation by RT-PCR will be the responsibility of the concerned TrueNat
laboratory

2. For Private laboratories, the TrueNat test will be permitted only if the TrueNat
machines are installed in the same laboratory that is already registered with ICMR for
real time RT-PCR testing as per guideline.
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Standard Operating Procedure No: MPX 6.7

Components of SOP: Molecular Biology: Mol Diagnostic RT.-PCR

Title Multiplex Real-Time PCR for detection of SARS-CoV-2 using TaqPath
COVID-19 Combo Kit (Applied Biosystems).

Document code SARS-CoV-2 -mol-multiplex RT PCR —diagnostic-MPX 6.7

Implementation Date | 07.04.2020

1. Introduction:

The purpose of this document is to provide interim guidance to laboratories involved in laboratory testing of
patients who meet the definition of suspected case of pneumonia associated with a novel coronavirus identified
in Wuhan, China.

TagPath™ COVID-19 Combo Kit contains the assays and controls for a real-time reverse transcription
polymerase chain reaction (RT-PCR) test intended for the qualitative detection of nucleic acid from SARS-
CoV-2 in nasopharyngeal swab, nasopharyngeal aspirate, and bronchoalveolar lavage (BAL) specimens from
individuals suspected of COVID-19 by their healthcare provider. TaqgPath™ COVID-19 Combo Kit is for use
only under Emergency Use Authorization (EUA).

2. SourceReference:
https://assets.thermofisher.com/TFS-Assets/L SG/manuals/MAN0019181_TagPath COVID-
19 _IFU_EUA.pdf

3. Testing criteria/Objective:
Detection of SARS-CoV-2 in human clinical specimens using TagPath COVID-19 Combo Kit (Applied
Biosystems)
4. Principle:
The real time assay uses the TagMan fluorogenic probe based chemistry that uses the 5" nuclease activity of
Taq DNA polymerase and enables the detection of a specific PCR product as it accumulates during PCR
cycles.
COVID-19 Real Time PCR Assay Multiplex-Multiplexed assays that contain three primer/probe sets specific
to different SARS-CoV-2 genomic regions and primers/probes for phage MS2 (Internal process control for
nucleic acidextraction).
5. Safety procedures: According to Laboratory Safety Manual. (WHO,2011)
6. Sample requirements: 250l of specimen or as per recommendedkit.
7. Standard andcontrols:

(1) Positive control (Supplied withKit)
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(2) Water is used as no template control(NTC).

8. Scope anddefinition:

Highly specific and efficient detection of SARS-CoV-2 by Multiplex Real Time PCR.

9. Requirements:

Equipment

Consumables

Reagents and samples

Water bath, Bio Safety Cabinet
clean laminar flow hood with
micro-centrifuge with plate rotor
and vortex, MiniSpin. Pipette set,
Real Time PCR machine.

Mask, gloves, Lab Coats sterile filter
tips, tissue paper, 0.2 ml, 0.5 ml and
1.5 ml micro centrifuge tubes, micro
tips, 0.5-10 pl, 20-200 pl and 1000 pl
tips. Real Time PCR Plates and
sealers or tubes and strips

TaqPath COVID-19 Combo Kit

(Applied Biosystems), Milli Q
Water, Extracted viral Nucleic
samples,

10. TestProcedure:

1. *Add 10 uL MS2 Phage Control to each sample well and to the Negative Control well during extraction

and perform RNA extraction of clinical samples using your laboratory protocol. Extracted RNA will be

the starting point for thereaction.

2. Prepare real time PCR worksheets (KGMU- VIRO-RTM-MPX-PCR-PP-6.7-copy attached at theend)

3. Perform multiplex real time PCR reaction as shown in tablel for corona ORFlab gene, N gene, S gene

and MS2 (Internal process control for nucleic acid extraction) in a single tube (as per manufacturers

instruction).

4. Determine the number of reactions (N) to set up per assay. In addition, include Negative control &

Positive control in thetest.

5. Prepare excess reaction cocktail to account for pipettingerror.

If number of samples (n) including controls = 1 to 10, then N=n + 2

6. In the clean reagent preparation room prepare the MasterMix:

Calculate the amount of each reagent to be added for each set reaction master mix.

Table 1: The calculations are as follows:

S.No.| Component Volume for  one| volumefor(N= )
reaction(N=1)
L TaanthTM. 1-Step n14\/lu1tiplex 6.25 uL
MasterMix(NoROX ")(4X)
5 COVID-19 Real Time PCR 1.25 uL
Assay Multiplex
3. Nuclease-free Water 12.50 uL
Total Reaction Mix volume| 3(.o nL
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10.

11.

12.

13.

14.

15.

16.

Mix reaction mixtures by pipetting up anddown.

Centrifugefor 5-10secto collect contents at bottomofthetube,andthenplacethetube incoldrack.
Set up reaction strip tubes or plates in 96-well cooler rack.

Dispense 20ul of each master mix into each well as per the plate setup.

Before moving the plate to the nucleic acid handling area. Pipette 5ul of the nuclease free water into
NTCwells.

In the nucleic acid extraction room, add 5ul of each sample and Sul of extraction control into
respective wells as per the setup.

Capthecolumn orcover theplate withtissue papertowhichthe samplesandcontrol has beenadded.

Finally, pipette 5 pl of positive viral template control (Positive Control) into wells in positive control
addition area. Cap VTC wells/ or seal the plate with optical sealer. Centrifuge the plate for 10 seconds.
Make sure that bubbles are eliminated from the bottom of the reactiontubes.

For real time PCR set up follow the instructions given by the Real-time PCR system manual for plate
set up. Save your platesetup!

The reaction volume is 25ul.

Table 2: Program the run method as follows:

Step Temperature Time Number of
cycles
UNG incubation 25°C 2 minutes 1
Revers§ . 53°C 10 minutes 1
transcription
Activation 95°C 2 minutes 1
Denaturation 95°C 3 seconds
Anneal/extension* | 60°C 30 seconds 45

*Fluorescence data should be collected during the 60°C incubation step.

Table 3: Target Genes & Reporter dyes

Reporter dye Detector
FAM ORFlab
VIC N gene
ABY S gene
JUN MS2

After completion of the run, save the run and analyze the collecteddata.
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11. Recording & reporting and Interpretation of theresults:
Interpretation of the results is performed by the Applied Biosystems COVID-19 Interpretive Software
(Optional).

One Negative Control and one Positive Control are processed with each run.

Table 4: Result interpretation for patient samples

ORFlab | N gene | S gene | MS2 Status Result Action
Repeat test. If the repeat result
NEG NEG NEG NEG Invalid | NA remains  invalid,  consider
collecting a new specimen.
Report results to healthcare
NEG NEG NEG POS Valid ;ﬁ:{g;gi:;z provider. Consider testing for
other viruses.
Repeat test. If the repeat result
remains inconclusive,
Slll)l(};g ne SARS-CoV-2 target ;(éf}or Valid Isréf){r?c_hcl (s)i\vlc;%"] additional confirmationtesting
should be conducted if
clinicallyindicated.
Two or more SARS-CoV-2 POS or Valid Positive ;Z%?g;f:ﬁi;%gﬁg;?;ibhc
targets NEG SARS- CoV-2 health authorities.

[#] Samples with a result of SARS-CoV-2 Inconclusive shall be retested one time.

12.  Quality control procedures:

For the results to be valid positive control must be positive; NTC must be negative. Check MS2 (if added
during RNA Extraction) for all the samples. All the sample should have MS2 Positive. Otherwise, laboratory
in charge must be informed and repeat testing is performed. Another experienced staff must countercheck all

results.

13. Limitations
1. Analysts should be trained and familiar with testing procedures and interpretation of results prior to
performing theassay.
2. A false negative result may occur if inadequate numbers of organisms are present in the specimen due to
improper collection, transport orhandling.

3. This assay doesn’t provide control over quality of samplecollected.

Note:

MS2 (Internal process control for nucleic acid extraction) testing can be ignored as it
will not reflect the quality of sample collected. Hence, laboratories which have

machine with no calibrated JUN dye filter or without JUN filter should not add MS2
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control during extraction. MS2 control is for only for extraction procedure and if

your machine doesn’t support the JUN dye you can omitthis.

It is recommended that separate RNase P or any other human house-keeping gene
for which primers & probe are available in your laboratory should be run parallel in
a separate tube for RT PCR assay. This will check both the quality of sample collected

and nucleic acid extractionprocedure.

Report: Communicate the result on daily basis to ICMR

Report Format

Sample Patient Category of | Sample Severity/ Result for
ID State & Patient received condition SARS-CoV-
place Date & time of patient 2 virus
testing lab
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Worksheet for Multiplex Real-Time PCR for detection of SARS-CoV-2 using TagPath COVID-19
Combo Kit (Applied Biosystems).
(One Step Reaction)

ReactionmixPreparation: Total Volume: 25ul (for one reaction)
Corona ORFlab Gene Probe:Reporter- FAM, Corona N Gene Probe: Reporter- VIC
Corona S Gene Probe:Reporter- ABY MS2-IC Probe: Reporter-JUN
S.No. | Item Quantity(N=1) Quantity(N= ) Done
1. TaqPath™ 1-Step Multiplex Master Mix 6.25 Ul

(No ROX™) (4X) i
2. COVID-19 Real Time PCR Assay

Multiplex 125 pl
3. Nuclease-free Water 12.50 pL

Total Reaction Mix volume 20.0 pLL

Addition of Template

Template (TNA/RNA) | Sul

Sample details (sample ID):

1 2 3 4 5 6 7 8 9 10 11 12

== I - T 1 I = 1 e | I -~ 1
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Results for SARS-CoV-2:

1 2 3 4 5 6 7 8 9 10 11

12

Comments:

Done by: Checked by:
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SARS Coronavirus — 2 Real Time RT-PCR

Manufacturer — BGI
Real time Fluorescent RT-PCR kit for detecting 2019-nCoV

As per kit protocol

Target gene — ORF1ab for SARS CoV-2
Duplex assay (ORFlab and Internal Control)

Master-mix preparation:
All reagents provided in the kit. Master-mix prepared in a single tube.
30 pl reaction volume

Component Volume for 1 reaction

1 2019-nCoV Reaction Mix 18.5 pl

2 2019-nCoV Enzyme Mix 1.5 ul
Template RNA 10 pl
Total 30 ul

Kit content- Blank control and Positive control (pooled PC for 2019-nCoV ORFlab and IC)

Target dyes:
Target gene Dyes used
Duplex assay | ORFlab FAM
Internal Control VIC/ HEX

Passive reference - None

Cycling condition:

Reverse Transcription 50°C for 20 min
Initial denaturation 95°C for 10 min
PCR amplification 95°C for 15 sec
(40 cycles) 60°C for 30 sec *(data collection)

Analysis & Interpretation:
Positive Control - Ct value <32 and sigmoid curve
Internal Control - Ct value <32 and sigmoid curve

Test specimen — Positive - Ct value < 38 and sigmoid curve
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INDIAN COUNCIL OF MEDICAL RESEARCH
DEPARTMENT OF HEALTH RESEARCH
Date: 13/04/2020
Advisory on feasibility of using pooled samples for molecular testing of COVID-19

Background: Number of COVID-19 cases in India is rising exponentially. In view of this, it is
critical to increase the numbers of tests conducted by laboratories. Positivity rate in cases is
still low. Hence, it may help to use the pooled samples for screening. A pooled testing
algorithm involves the PCR screening of a specimen pool comprising multiple individual
patient specimens, followed by individual testing (pool de-convolution) only if a pool screens
positive. As all individual samples in a negative pool are regarded as negative, it results in
substantial cost savings when a large proportion of pools tests negative.

Objectives: To increase capacity of the laboratories to screen increased numbers of samples
using molecular testing for COVID-19 for the purpose of surveillance.

Methods & Results: A feasibility study was conducted at DHR/ICMR Virus Research &
Diagnostic Laboratory (VRDL) at King George’s Medical University (KGMU), Lucknow. It has
been demonstrated that performing real-time PCR for COVID-19 by pooling 5 samples of
TS/NS (200 ul/sample) is feasible when the prevalence rates of infection are low. All individual
samples in a negative pool to be regarded as negative. Deconvoluted testing is recommended
if any of the pool is positive. Pooling of more than 5 samples is not recommended to avoid
the effect of dilution leading to false negatives.

Recommendations for sample pooling for real-time RT-PCR screening for COVID-19 are as
follows (based on the KGMU study):

1. Use only in areas with low prevalence of COVID-19 (initially using proxy of low
positivity of <2% from the existing data. Still a watch should be kept on increasing
positivity in such areas

2. In areas with positivity of 2-5%, sample pooling for PCR screening may be considered
only in community survey or surveillance among asymptomatic individuals, strictly
excluding pooling samples of individuals with known contact with confirmed cases,
Health Care Workers (in direct contact with care of COVID-19 patients). Sample from
such individuals should be directly tested without pooling

3. Pooling of sample is not recommended in areas or population with positivity rates of
>5% for COVID-19

Preferable number of samples to be pooled is five, though more than two samples can be
pooled, but considering higher possibility of missing positive samples with low viral load, it
strongly discouraged to pool more than 5 samples, except in research mode.

Contributors:

e Dr. Shantanu Prakash, Dr. Amita Jain, DHR/ICMR VRDL, KGMU, Lucknow
e Dr. Kiran Rade, WHO-India
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INDIAN COUNCIL OF MEDICAL RESEARCH

DEPARTMENT OF HEALTH RESEARCH

Advisory to start rapid antibody based blood test for COVID-19 (4 April 2020)

Strategy for areas reporting clusters (containment zone) and in large migration
gatherings/evacuees centres

Cases of Influenza Like Iliness (ILI) to be monitored in health facilities. Any surge in cases to be monitored
and brought to the notice of Surveillance Officer/CMO for additional investigation.

As a matter of abundant precautions, all symptomatic ILI persons should be advised home quarantine
for 14 days.

At facility level, symptomatic ILI individuals to be tested using rapid antibody tests.

o Antibody test negative:
= Ifwarranted, confirm by real-time RT-PCR using throat/nasal swab.
e RT-PCR negative: Likely non-COVID-19 ILI
e RT-PCR positive: Confirmed COVID-19 Case and action as per protocol to be
initiated for isolation, treatment and contact tracing.

OR
= Ifreal-time RT-PCR not done, home quarantine and repeat antibody testing after 10
days of the last rapid antibody test.
e Antibody test negative: Likely non-COVID-19 ILL

e Antibody test positive: there is possibility of recent infection, quarantine for
another 10 days.

o Antibody test positive: After clinical assessment, treatment in hospital or isolation as per
protocol. Action as per protocol to be initiated for contact tracing.

If symptoms worsen, refer to designated COVID-19 hospitals.
When home quarantine is not feasible, consider facility-based quarantine.

General Guidelines:

e Healthcare workers doing the rapid antibody test to use gloves, mask, and head covers.

e Healthcare workers collecting throat/nasal swab to follow standard national infection control
guidelines.

e The rapid antibody tests approved by US-FDA/CE-IVD or non-CE-IVD validated by ICMR-NIV
with marketing approval by DCGI be used.

e Inorder to ensure that all such cases are monitored and necessary action is initiated with
respect to infectious disease management, details of all test results shall be uploaded in ICMR
portal.

e All such organizations are duty bound to register themselves to ICMR portal and upload the
data in real-time.

e Failure to do so, they will be held liable to action under Disaster Management Act, 2005.
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STRATEGY FOR USE OF RAPID ANTIBODY BASED BLOOD TEST

(4 April, 2020)

Cluster (Containment zone) &
Large migration gatherings/evacuees centres

\

Symptomatic ILI (Influenza-Like-lliness)
Cough, Cold, Low grade fever, Sore throat

Home quarantine for 14 days and ¥

Rapid Antibody Test
(Blood Test)
' 4 $
+ ve 2 -ve
brob ; If warranted, \
robable
COVID-19 RT-PCR
Clinical 1 1 If PCR not done, home
Assessment, quarantine;
Hospital + ve -ve Antibody Test after 10 days
treatment 3 3
/ home isolation
l l - ve + ve
COVID-19 case A 4 \ g
Hospital treatment Non-COVID-19 ILI Probable COVID-19
/ home isolation (Susceptible) Clinical Assessment,

Hospital treatment
/ home isolation

If symptoms worsen, refer to designated COVID-19 hospitals
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Guidance on Rapid antibody kits for COVID-19

Not recommended for diagnosis of COVID-19 infection
e Can be done on blood/serum/plasma samples
e Test result is available within 30 minutes
e Test comes positive after 7-10 days of infection
e The test remains positive for several weeks after infection
e Positive test indicates exposure to SARS-CoV-2
e Negative test does not rule out COVID-19 infection

These tests are not recommended for diagnosis of COVID-19 infection

16.04.2020

Till date, 23 antibody based rapid tests have been validated at NIV Pune, and the following were
found to be satisfactory. 9 of these Kits are manufactured in India.

S.No. Kit Detail *Lot no./Batch no.
1. | sARs-Cov-2 Antibody test (Lateral flow method): Guangzhou Wondfo Biotech,
Mylan Laboratories Limited (CE-1VD)
W19500309
M R Roofs Private Ltd
W19500302
Abbott Laboratories W19500351
Zydus Cadilla W19500338
COVID-19 IgM IgG Rapid Test: BioMedomics (CE-1VD) 20200226
3 f:\%;lD-lg IgM/1gG Antibody Rapid Test: ZHUHAI LIVZON DIAGNOSTICS (CE- CK2003010410
4. | New Coronavirus (COVID-19) IgG/IgM Rapid Test: Voxtur Bio Ltd, India PCCV200301S
5. | COVID-19 IgM/1gG Antibody Detection Card Test: VANGUARD Diagnostics, India RCOVID200301T
Makesure COVID-19 Rapid test: HLL Lifecare Limited, India CVCT030420
CVCT0204203
CVvCT0104202
7| YHLO iFlash-SARS-CoV-2 IgM and 1gG detection kit (additional equipment required):
- . . 20200206
CPC Diagnostics
g | ACCUCARE IgM/IgG Lateral Flow Assay kit: LAB-CARE Diagnostics (India Pvt. Ltd) CVC 200401
Abchek COVID-19 IgM/IgG Antibody Rapid Test: NuLifecare NUL/COV-
19/R&D/001
10. | ©One Step Corona Virus (COVID-19) IgM/IgG Antibody Test: ALPINE BIOMEDICALS A10420
' A20420
11. | COVID 19 1gM/IgG Rapid Test Kit; Medsource Ozone Biomedicals (ver 2.0) COV-002
12. | Immuno Quick Rapid Test for Detection of Novel Coronavirus (COVID-19) IgM/1gG E142001
" | Antibodies: Immuno Science India Pvt. Ltd
13, | Standard Q Covid -19 IgM/IgG Duo test — One Step Rapid Antibody test: SD Biosensors E054002
E054004
14. | COVID-19 IgG/IgM Rapid Test Kit Rafael Diagnostic: BMT Diagnostics COV20030059

COV20030059-1

*Above listed kits are validated with the mentioned batch number only. Responsibility for batch to batch
consistency lies with the manufacturer.
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_ A. COVID-19 Testing Strategy

- m—

Real-Time PCR (RT-PCR) test and Point-of-Care molecular
diagnostic assays are recommended for diagnosis of COVID-19
among individuals belonging to the following categories:

o All symptomatic individuals who have undertaken
internationzl travel in the last 14 days

o All symptomatic contacts of laboratory confirmed cases

« All symptomatic health care workers

» All patients with Severe Acute Respiratory lliness {fever AND
cough and/or shortness of breath)

* Asymptomatic direct and high-risk contacts of a confirmed
case should be tested once between day 5 and day 14 of
coming in his/her contact

B. Additional (in addition to A} Testing recommended in hot spots

— ——mr— ——r

Additional Testing for Hot spot areas

Hot spot areas
2 {as per MolE P}

Syrnmptom (Influenzs | ke llnass)
Fawver AND Cougl, Cold
vZ

<7 days
£
RY-PCR

™

+ we - we

s

sk Refer to Mospital if symiptorms appear / worsen

s e Follow precoutions, social distancing, use masks, freguent hond

washing, oveld unnecessary trovel)




F.N0.R.15015/03/2020-HR
Government of India
Ministry of Health & Family Welfare
(Department of Health Research)

2" Floor, IRCS Building,

Red Cross Road, New Delhi — 110001
Dated the 20" March, 2020

OFFICE MEMORANDUM

Subject: National Labs identified for COVID-19 testing to remain open all 7 days a
week — regarding.

With a view to contain the spread of COVID-19, it has been decided that all the notified
National Labs for COVID-19 testing, including Viral Research & Diagnostic Laboratories
(VRDLs) and other Labs, spread across the country shall remain open all the 7 days a week.
List of Labs is enclosed as Annexure-1.

2. For this purpose a duty roster may be prepared and followed strictly.

This issues with the approval of competent authority.

Encl: As above. ’Q
" —120.03 W
(D.R. Meéena
Deputy Secretary to the Govt. of India
Tel.: 23736901
To

1. All the Principal Investigators/ in-charges of the VRDLs and other National Labs
identified for COVID-19 testing.

Copy to:

1. Secretary, Department of Health & Family Welfare, New Delhi.

2. The Principal Health Secretaries of all the States/ UTs - with a request to kindly ensure
that all the notified labs for COVID-19 testing remain operational all the seven days a
week.
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ANNEXURE-T

COVID -19 Testing Sites

State/UT Name of Laboratories
Andhra 1. |Sri Venkateswara Institute of Medical Sciences, Tirupati
Pradesh 2. |Rangaraya Medical College, Kakinada
3. |Sidhartha Medical College, Vijayawada
4. |GMC, Anantapur, AP
Andaman & 5. |Regional Medical Research Centre, Port Blair, Andaman and Nicobar
Nicobar
islands
Assam 6. |Gauhati Medical College, Guwahati
7. |Regional Medical Research Center, Dibrugarh
8. |Silchar Medical College, Silchar
9. |Jorhat Medical College, Jorhat
Bihar 10. |Rajendra Memorial Research Institute of Medical Sciences, Patna
11. |Darbhanga Medical College, Darbhanga
Chandigarh 12. |Post Graduate Institute of Medical Education & Research, Chandigarh
Chhattisgarh 13. |All India Institute Medical Sciences, Raipur
14. |Late Sri BaliramKashyap Memorial Govt. Medical College, Jagdalpur
Delhi-NCT 15. |All India Institute Medical Sciences, Delhi
16. |Lady Hardinge Medical College, New Delhi
17. |Army Hospital (R&R), New Delhi
Gujarat 18. |BJ Medical College, Ahmedabad
19. |[M.P.Shah Government Medical College, Jamnagar
20. |Govt. Medical College, Surat
21. |Govt.Medical College, Bhavnagar
22. |Pt. B.D. Sharma Post Graduate Inst. of Med. Sciences, Rohtak, Haryana
Haryana 23. |BPS Govt Medical College, Sonipat
Himachal 24. |Indira Gandhi Medical College. Shimla, Himachal Pradesh
pradesh 25. |Dr.Rajendra Prasad Govt. Med. College, Kangra, Tanda, HP
Jammu and 26. |Sher-e- Kashmir Institute of Medical Sciences, Srinagar
Kashmir 27. |Government Medical College, Jammu
28. |Government Medical College, Srinagar
29. |Command Hospital, Udhampur
Jharkhand 30. [MGM Medical College, Jamshedpur
Karnataka 31. |Bangalore Medical College & Research Institute, Bangalore
32. |National Institute of Virology Field Unit Bangalore
33. |Mysore Medical College & Research Institute, Mysore
34. |Hassan Inst. of Med. Sciences, Hassan, Karnataka
35. |Shimoga Inst. of Med. Sciences, Shivamogga, Karnataka
36. |Command Hospital, Bengaluru
Kerala 37. |National Institute of Virology Field Unit, Kerala
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38.

Govt. Medical College, Thriuvananthapuram, Kerala

39.

Govt. Medical College, Kozhikhode, Kerala

40.

Govt. Medical College, Thrissur

Madhya 41. | All India Institute Medical Sciences, Bhopal
Pradesh 42. |National Institute of Research in Tribal Health (NIRTH), Jabalpur
43. |MGM, Indore
Meghalaya 44. INEIGRTHMS, Shillong, Meghalaya
Maharashtra 45. ) ) :
Indira Gandhi Government Medical College, Nagpur
46. |Kasturba Hospital for Infectious Diseases, Mumbai
47. | Armed Forces Medical College, Pune
48. |NIV Mumbai Unit
49. |Seth G S Seth Medical College & KEM Hospital, Mumbai
Manipur 50. [J N Inst. of Med. Sciences Hospital, Imphal-East, Manipur
51. |Regional Institute of Medical Sciences, Imphal
Odisha 52. |Regional Medical Research Center, Bhubaneswar
Puducherry 53. |Jawaharlal Institute of Postgraduate Medical Education & Research,
Puducherry
Punjab 54. |Government Medical College, Patiala, Punjab
55. |Government Medical College, Amritsar
Rajasthan 56. |Sawai Man Singh, Jaipur
57. |Dr. S.N Medical College, Jodhpur
58. |Jhalawar Medical College, Jhalawar, Rajasthan
59. |RNT Medical College, Udaipur
60. |SP Med. College, Bikaner, Rajasthan
61. |AIIMS, Jodhpur
Tamil Nadu 62. |King's Institute of Preventive Medicine & Research, Chennai
63. |Government Medical College, Theni
64. |Tirunelveli Medical College, Tirunelveli
65. |Govt. Medical college, Thiruvarur
66. |Madras Medical College. Chennai
67. |Govt. Kumar Manglam Govt. Medical College, Salem
68. [Coimbatore Medical College, Coimbatore
Tripura 69. |Government Medical College, Agartala
Telangana 70. |Gandhi Medical College, Secunderabad
71. |Osmania Medical College, Hyderabad
Uttar 72. |King's George Medical University, Lucknow
Pradesh
73. |Institute of Medical Sciences, Banaras Hindu University, Varanasi
74. |Jawaharlal Nehru Medical College, Aligarh
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73,

Command Hospital, Lucknow

Uttarakhand

76.

Government Medical College, Haldwani

West Bengal

77.

National Institute of Cholera and Enteric Diseases, Kolkata

78.

IPGMER, Kolkata

79. National Centre of Disease Control, New Delhi

83



Government of India
Ministry of Health and Family Welfare
Department of Health Research

Dated the, 15™ April, 2020
ORDER

In view of the need to increase the daily testing capacity of the public sector labs and the ever
increasing number of labs and their widening geographical spread, the current model of
inventory stocking and distribution will have to be scaled up significantty, Currently, ICMR has
two major stocking and dispatch centers at NIMR, Delhi and NIV, Pune where the orders placed
to different suppliers are being received and stored in the cold container units.

2. The stock is being distributed to the six regional depots - NIRRH, Mumbai; NIE,
Chennai; NICED, Kolkata; RMRC, Dibrugarh; NIREH, Bhopal and NIN, Hyderabad. As the
volumes go on increasing it will be challenging lor the existing manpower and infrastructure to
meet the requirements. Therefore the existing depots are being strengthened in terms of
manpower, resources and infrastructure. To further decentralize the distribution, it is New to set-
up additional depots in the following locations in addition to the above mentioned depots.

KJMU, Lucknow -Uttar Pradesh

PGI, Chandigarh — Punjab, Chandigarh, Himachal, Jammu-Kashmir and Ladakh
NIIRNCD, Jodhpur - Rajasthan

NIOH, Ahmedabad - Gujarat

RMRC, Bhubaneshwar — Orissa

RMRI, Patna — Bihar

NIV Field Unit, Bangalore -Karnataka

GMC, Guwabhati

e I A A

3. Once these units/depots become fully {unctional state-wise allocation of each depot is
shall be as below:

$.no. | DEPOT LOCATION Type Ex'St'O'}gsi;Ito:sat'on New a;lgi:;'c’" of
Existing Dethi, Haryana,
Himachal,
Uttarakhand,
Jammu & Kashmir, Dethi, Western UP
1 NIMR, DELHI Punjab, Uttar {NCR), Uttarakhand,
Pradesh, Rajasthan, Haryana

Patna, Chandigarh,
Gujarat, Bihar,
Jharkhand

New Punjab, , J&K,
2 PGI, CHANDIGARH Himachal Pradesh, ,
Ladakh, Chandigarh
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INDIAN COUNCIL OF MEDICAL RESEARCH
NEW DELHI

Date: April 19, 2020
Subject: Regional Depots for storage and transportation of COVID KITS

The daily COVID-19 testing capacity at various laboratories in the country is being increased and is
expected to reach to 1 lakh tests per day by 31st May 2020. To meet the increased requirement of
testing material with increasing number of tests, the current model of inventory stocking and
distribution is being scaled up significantly.

Accordingly a total of 16 regional depots are being set up and are modelled into self-contained units
by strengthening manpower, resources and infrastructure. Besides 16 Regional Depots; Depots at
NIMR, New Delhi and NIV, Pune would also function as Central Depots.

The Roles and Responsibilities of Regional Depots are as follows:

1 Receiving stock from central depots and repackaging for lab-level and state-level
consignments as per ICMR guidelines and commodity requirements.

2 Processing lab-level and state-level stock requests and deciding quantity and items to be
dispatched to each linked state and lab.

3. Mapping commodity specifications with lab-level infrastructure (machine type, available
storage etc.) and deciding appropriate commodities for labs.

4. Assisting labs on technical issues related to testing by receiving, understanding and
disseminating ICMR / central depot guidelines

5. Preparing consignments by repackaging stock received from national nodes and considering
special requirements such as refrigeration and packing.

6. Coordinating logistics with recipient state, Government and private service provider (such as
India Post, Indian Railways, Jeena Logistics etc.)

7. Keeping tab on inventory level and dispatch trends, and requesting stock well in advance of
a potential stock-out.

8. Daily data entry of dispatch and inventory details on ICMR MIS.

The manpower structure for the Regional Depots is as follows:

Designation Function

Depot Supervisor Overall Supervision

Administrators 1. Nodal person for signing off the receipts and authorizing
dispatch.

2. Keeping tab on inventory level and dispatch trends, and
requesting stock well in advance of a potential stock-out with
the assistance of Management team.

3. Ensuring daily data entry of dispatch and inventory details
on ICMR MIS by data entry operators.

4. Supervision of Management Team deputed at the depot
location for processing lab-level and state-level stock
requests and deciding quantity and items to be dispatched
to each linked state and lab.

Technical Team 1. Mapping commodity specifications with  lab-level
infrastructure (machine type, available storage etc.) and
deciding appropriate commodities for labs.

2. Assisting labs on technical issues related to testing by
receiving, understanding and disseminating ICMR / central
depot guidelines

l|Page
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INDIAN COUNCIL OF MEDICAL RESEARCH

DEPARTMENT OF HEALTH RESEARCH
Date: 12/04/2020

Augmented plan to fast-track the COVID-19 testing laboratory scale-up

ICMR has taken cognizance of the need to expeditiously expand COVID-19 testing facilities in all parts
of the country. Following efforts are being made:

1. Proactive search of potential laboratories which could be enabled for COVID-19 testing.
2. Inviting applications from all eligible Private and Government Medical Colleges.

3. As per directives of Hon’ble Union Minister of Home Affairs & Union Minister of Health &
Family Welfare, under a core team of Director, All India Institute of Medical Sciences (AlIMS),
Delhi; Director and Director General, ICMR, a total of 14 Centres of Excellence have been
designated. These Centres have been delegated a responsibility of mentoring all the Govt. &
Private Medical Colleges in their catchment area and eventually create state-of-art molecular
virology setups.

The list of mentor Institutes and designated Medical Colleges are annexed.
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Prof. (Dr.) Balram Bhargava Prof. (Dr.) Randee '
v - {Dr., op Guleria

Secratary, DHR & DG.ICMR Director, AlIMS, New Delhi
Goverment of India | Goverment of India
Ministry of Health & Famity Welfare Ministry of Health & Family Welfare
Member, Board of Governors Member, Board of Governors
Medical Councll of India Medical Council of India

l 2.0 N VIRSEf ZO2BIECD-

) 16™ Aprll, 2020

Dear il Dirvectors (List] attached |

If has been divected by Hon'ble Unlon hTﬁ-nis.‘sz@' of Home Afairs & Hon'ble Usiorn Minister of Health & Family
Walfare to Incregse tapadity for COVID-14 testing in all Government and Mrivete Medical Colleges of the country
ot wrgend basis, ;

This wirk will lovalve significant due giligence, Interaction with wvarious Medical Colleges, training and
hemdholding. Therefore, Ik has been declded (o distribute the responsiblility evenly across varous Institutions of
eminence all across the country, These nstitutions are susected to serve as meniors of the Medical Colleges in
thair sllotted arca and facilitate the sstablishment of COVID-19 testing facilities In the respective States, All these
Institutions will werk in doese goondination with the respective State Governments.

Yoo have peen designated a8 mertor .':'-s%*:ﬁ.im'?smu far vour nearby States. Please Bnd encosed the following

Erinexures i reference

s LUzt of proposad Mentor Institutes|slong with allocated Stetes: Annexure-

s Terms of Reference of the Menter institites . Snnexure-2

s [Detaiied guidsnee gn requirermesints fog xiiastuchure and consumebles for reel —fime KT-PCR Laborainrny : Annex-3
s Sugmestive list of good gualiy consuimables: Annexire-4

s List of menior Institutes slong with aliocated States & Mediczl Colleges; Annexure-5

o  Existing COVID-19 tesiing Eaibﬁménfriea in Gavernrment & Private Medical Colieges: Snnexure-8

Yoo are requestad to start The designated aécﬂvmees st the earliest in dose coardination with the State Govi,

Yours sincerely,

{BrofRandees Guleria) iBrof, Balram Bhargava)

Enclosed: Az sbove

1.Frincioal Secrelay 1o Hon'ble Prime Minsier of India
2. Hema Secretary, Govt. of india ;
3.Secratmry | Health & 7., Got, of Indla

4, Secretary General, Medical Council of (ndia - for urging all medica! colleges acvordingiy
5. Princingl Secretary (Healthk) of il States
£.P5 to Hon'ole Union Minister for Home, Sevt, of ndia ~for information of Hon'ble Home Mirnister
755 t Hon'ble Union Minister of Healtk, ot | of India-for infermation of Honhie H&FW Minister
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Name of Director / Dean

| Email: pgimer-chd@nic.in

1. b, Jagat Ram

Director '
PGIMER, Sector-12,

Chandigarh - 160 012

| 2.Dr. Randeep Guleria
| Director

2)l Indla Institute of Medical Sciernces, Ansari Nagar, New Delhi - 110029
| Email; director@alims.edu '
3. Dr Sanjeev Misra | |
AIMS Jodhpur Director,

Basni Industrial area, MIA 2" Phase, Basni Jodhpur Rajashthan 342005
Email: director@aiimsiodhpur.ediuin

| Wanowrie, Pune, Maharashtra 411040

4. Lt Gen Nardeep Naithani,

Director & Cormmmandant

Armed Forces Medical College

Southern Command, Pune - Solapur Rd, near Racecourse,

Emall: celadm afma@nicir

5. br Vibha Dutta
AlIMS Nagpur, Plot ng-2, Secter 20, MIHAN Nagar- 441108

Email: ailmsnegpurl@gmail.com

6. Prof. B N Gangadhar
National Institute of Mental Health and Neurosciences (NIMHANS)
Hosur Road ¢ Marigowda Road, (Lakkasandra, Wilson Garden)
Bangalore — 560029, Karnataka

Email: ms@nimbians.ac in

i Chatakkuzhi, Trivandrum 695011

7. e Asha Kishore
Jai Nagar W Rd

Email: scl@sctimst.ac.in

8. Dr. Rakesh Aggarwal,

Director

JIPMER Campus Rd, Gorimedu, Dhanvantari Nagar, Puducherry, 605006 !
Email: dean@jipmer.edu.in E

8. Dr, Gitanjali Batmanabane
Sijua, Patrapada, Bhubaneswar, Odisha 751018
Email: director@aiimsbhubaneshwar.edu.in

1¢. Prof. MLB Bhatt,

Vice Chancellar

Shah Minz Rd, Chowk, Luckniow, Uttar Pradesh 226003
Emall: infe@kgmcindia.edu

' Saket Nagar, AlIMS Campus, Saket Nagar, Bagh Swaniya, Bhopat, Madhya Pradesh

11 Dr. Sarmian Singh

462020

 Email; directar@ailmsthopal sdu.in

100




101



Annexure 1:

List of mentor Institutes alongwith allocated States:

S, No.

Name of the Mentor Institute

States Allocated

1

Post Graduate Institute of
Medical Education & Research
| (PGIMER], Chandigarh

Himachal Pradesh, Chandigarh, Uttarakhand

Jammu & Kashmir, Ladakh, Punjab, Harvana, |

All Ingia institute of Medical
Sciences (AlMS), Delhi

Deihi & Bihar

All India Institute of Medical
Sciences (BIIMS], Jodbpur

Rajasthan & Gujarak

Armed Force Medical College
[AFMC), Pune

Mumba® & Pune

All India Institute of Medica!
Sciences (AlIMS), Nagpur

Remaining Maharashtra & Goa, Dedra &
Magar Haveli, Daman & Diu

National Institute of Mental
Health & Neurosciences

| {NIMHANS], Bergalury

- Karnatzka

Sree Chitra Tirunal Institute for

Medical Sciences & Technology |
| [BCTIMST), Thiruvanathapuram

Kerala, Andaman & Nicobar ﬁlszﬂ:ands,.,

Lakshwadesp

Insfitute af
Medical
Research

lawaharial

| Postgraduate
Education &

(JIEMER?, Puduchemy

| Puduchanmy I

All India Institute of Medical
Sclences {AIIMS],
Bhubaneshwar

Odishz & West Bengzi

Tamil Madu, Andhra Pradesh, Tﬂﬁrfséana,.

10.

King George Medical University
(KGMU), Lucknow

Uttar Pradesh

11,

12.

All [ndia Institute of Medical
Sciences (AIIMS), Bhogel

. Madhya Pradesh

Al India Institute of Medical
Sciences (AUMS), Raipur

Chattisgarh & Jharkhand

| 13.

WNarth-Fastern  Indira  Gandhi

| Regional Institute of Health &

Medical Sciences (NEIGRIHMS),

| Shillong

Mizoram, Arunachal Pradesh, Nagaland

14,

Nizam's Institute of Medical
Sciences [NIMS),

Punigutta, Hyderabad - 500082,

| Telangaha, INDIA.

- Assam, Megahlaya, ﬁikkir;w-, Tripura_, ﬁaﬁﬁﬁ&un |

Telangana
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8.

|

!

?mﬁékum 2

Ta constitute 3 core team of Director, Microbiclogists, other faculty, adiministrators
#nd other relevant stsff (a5 deemed appropriete) to conduct site assessments and -

mentor the allocated Government & Private Medical Collegas for wtﬂ:mg up COVID-
19 diagnostic faclity.

To conguct & comprenensive review of the allocated Government and Private
Medical Colleges to assess the feasiility of sefting up a real-lime RT-PCR testing
facility for COVID-13 ag per the requirements laid down by ICMR. |

. To prepare a comprehensive list of available and deficit infrastructure, space, staff,

expertise, equipments and consumables at each of the designated Madica!l Collegas
and submit it o the respective State Sovernments for fulfilment of necessary gaps.
To maintain & daily follow-up of all the allocated (nstitutions to monite nmgress of
work In-terms of setting up & COVID-19 disgnastic facility. |
Te conduct onsite / offsite trainings of all designated staff of the propesed COVID-19
texting faciiity on the following zspects: '

o Appropriate laboratory biosafety and blosecurity procedures, ‘

e Respiratory sample collection and processing

o RNA extraction and setting up of real-time RT-PCR experiment

o Appropriate disinfection and decontamination of laboratory spaces
To give aporoval to the respective State Government Medica! College Laboratories to
start testing. _
To ensure expansion of COVID-19 testing facilities as per geographic distfibution.
To ensure data entry by the designated testing laborataries inte the ferﬁgral portsl of

MoHEFW/ICMR,

Ti assign dedicated space and staff 1o malntaln 2 stockpile of testing regg@ents [Viral
Transport Media (VTM), swabs, RNA extraction kits, real-time PCR kit§ etc) in the
specified temperature through sources indicated by the State Govt, '

10. To provide the reagents / kits to allocated functional laboratories, malntain a

logbook of supplies and replenish supplies of reagents / kits from ﬁ@ufc@ earmarked
by the State Government.,

11, To develop plan for QA/OC of the allocated laboratories and implement t
12. To conduct regulan safety audits of the allecated laboratories.




_ Annexure 3:
INDIAN COUNCIL OF MEDICAL RESEARCH '
DEPARTMENT OF HEALTH RESEARCH

Pre-requisites for establishing COVID-19 testing facility in Government and Private
Medical Colleges:

It is proposed to establish resltime RT-;FCR- testing facility in all the existing Gavernment &
Private Medical Colleges of India with help of the network of Medical Institutes of
Eminence,

i ﬁwaﬁiahil%tv af £ ﬁSL-? Ievei Jhm"atary famhty mn:tudmg 3 m@leculau biolggy setup for
virological diagnosis and a functioning and calibrated Biosafety cabinet t tyme ZA/2BIn
the laboratory.

fl.  Availability of cold centrifuge/microfuge for RNA extraction I
.  Availability of 2 functioning and calibrsted real-time PCR machine,
iv.  Staff and expertise reguirements:
A. Availobility of following rinimam stoff is required (for 8 hours shift / goy):
o  Medical Microbiclogists — 1 or more with experience of wark in Molecular
Viralogy.
o Technicians - Atleast 4-6 {2-3/shift) with relevant experience of wbrk in
Molecular Virclogy.
o Multi-Task Staff — 1 or mere for washing / cleaning
*The staff requirements will change based on numbers of shifts.

B. Desired expertise af the siaff: ‘
o Good understanding of [sboratory biosefety and bicsecurity, ‘trained for
handling respiratery samples for viral diagnosis, RNA extraction and real-time
PCR. :
o Experience of work in virclogy and handling clinical specimens, especially
respiratory samples,
v,  Arobust Institutional policy on biomedical waste management of human origin.
vi.  Well defined arrangement for segregation and discarding of biomedical waste.

Additicnelly, for olf applicants from Private Medical Colleges, i (s essential to-su&mﬁ: o copy
of the NABL accreditation certificate and scope of accreditation for recl-time PCR for RNA
wiruses,

Separate information should be provided on each of the abave component {i to vij.

1 Saparate gample fe::emmg ares

o  Handwashing & PPE donning/doffing zone

e Designated area for Biosafety cabinet and sample handling

o Designated pre-PCH (ENA extraction & template addition), PCR {for running the
assay) and post PCR (for result interpretation & anslysis) rooms.

e Sgparate autoclave facility.

o Space for handling biomedical waste
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EQUIMEHT AND CONSUMABLE REQUIREMENTS FOR SETTING UP A REAL TIME PCR

Eiasafety cabmet (BSC) dassmicaﬁibmtﬂd) ot -
e -20 °C deep fraezer with UPS, for storage of reagents (ptimers/ probes/ positive
controls)

o -80°C deep freezer with UPS, for storage of aliquoted samples/ viral RNAn ervovizls

o 4°C refrigerator (for storage of viral transport medium, and for short term storage of
samples and extracted RNA)

o UPS {2 nos., 2KVA each, with 2 holirs hack-up, for real time PCR ﬂﬁsfgmmem ard
nucleic acld extraction systems — if not available, then to be carried); and confirm
about power backup for the two deep freezers (check about dluratién of power
putages, if any) |

¢ Real-time PCR machine calibrated for the flusraphore dyes which are present on the
probes.

e Microcentrifuge / Refrigerated Contrifuge

I Forsample collection:
a. Personal protective equipment (PPE)
b. Viral Transport Medium (VTM] r
¢, Flocked Dacron swabs (2 swabs/ sample collection from 1 patien:i
. During processing
8. Perscmal pristective egquipment: NS5 masks, coveralls {protective against
blood and body fluids), nitrile gloves, shoe cover, head cover
b. Veortex mixer
¢ Microcentrifuge [Cold centrifuge)
d. Cryovials (2 mi}
2. Cryobox
f. Pipette aid
g Disposable plastic pipettes
b
I

. Sprit lamp

Forceps (if no spirit lamp, then disposable forceps for each sample)

i. 70 % ethanol {2lse reguired for next stage, L.e,, extraction)

k. 1% sodium hypochlorite (4% stock, to be freshly reconstituted daily to 1%
with water)

L Discarding jars

m. Biomedical waste disposal (BMW] bags (with ties for sesling; preferably
autoclavable, if discarding autoclave Is available/ used locally) and bins

n. lceboxes with gel packs or regular ice supply in laboratory (from icemakeri

@, Tube rack {15 mi tubes)

p. For tube / cryovial labelling - Marker pens, cellctape, or label printouts
{printer with label maker} |

L
I
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l

Nucleic acid extraction '
Manual extraction using kits for Viral RNA extraction: Viral RNA mini K}uts {Qiagen)
or other virzl RNA extraction kits for manuzl extraction
1.7 ml Eppendorf tubes (separate ones also required for next step)
Cryovial/ Eppenderf tube rack (separate ones also required for next step)
Microcentrifuge {small eguipment) -
Micropipettes- 100-1000ul, 20-200ul (additional separate micropipettes of
required volumes also listed for next stage, i.e. real time PCR)
Filter barrier tips; 1000ul, 200ul

- Tissue rolls
Hand sanitizers
Biohazard labels

o

=
*
e 2

Real time PCR
Reagents for setting up Real-time

= PCR primers and probes specific for SARS-CoVZ targets i
2 PCR master mix reagents (e.g, Thermo Fisher/ Invitrogen AgPath/
Superseript Il Piatinum real time PCR reagents) with buffer &nd enzyme
PCR reagents
o Primers for E gene screening and
o Probes for E gene screening and RDRP/ ORF 1b targets
o PCR Buffer and enzyme mix
o Positive control
PCR workstations - 1 for mastermix preparation; 1 for RNA addition
Cryovial racks
PCR tubes/ PCR plates
PCR plate adhesive seals and plate sealer
Micropipettes- 0.5-10ul {2 nos., 1 for PCR master mix and 1 for RNA ﬁdmarﬂ)
20ul, 20-200ul
Filter barrier tips — 10ul, 20ul, 200ul
Microspin (small eguipiment)
Plate centrifuge (small equipment)
Electronic micropipette (optional small eguipment, but convenient and reduces time

duration of testing)

Nuclesse free water - for PCR
RNaseP ]
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Anriexure 4:

List of various brands of Real time PCR machire, RNA extraction kit, Automated RNA

extractor and Viral transpert medium, which may be suggested for a faciity planning on
starting real-time PCR for SARS-CoV2 testing.

| Real Time PCR "' RNA Extraction Kit ~ Automated RNA | Viral Trangport |
Machine gt | Extractor X Medium '
| Thermofisher rczm amp VIRAL RNA Ihe?muﬁsher: " ﬂ‘n-Media Wi-viral
| Scientific: 7500, r MINIKIT by Qizgen J Kingfisher | Transport Kit
| 75000x%, Quant ’ | automated RNA ’ | F
| Studie 5 S extractor Ty
| Biorad= CFX36 | PureLink RNA Min! kit | QIAGEN QlACube [ 53 mwerg&& viral |
| Touch Real-Time {Invitrogen) i tramsport [UW} 4
FCR Detection l' ( | system
| Systam 5 o HE 5 i WY e |
| Abbott: M2000 | GenElute Total RNA  Eppendorf | Viral Transport kit~ |
] | Purificstion Xt g epMaotion | {(TM Media) |
S T T el SIS W X N
i Eppendorf: Master = Ra!aa?rep HNA |' Roche: MagnaPune | Medﬁr&ac@ Viral l'
|i Cyeier epRealPlex ' Miniprep System " Transport kit '
SO, R e -0 o I e S
,r Roche: Light Cycler '1 RNASure Virus Kit ‘ s I Mote: \F;@H for -
| 480 | ‘ | samipife callection (2 |
| I swabs, throat and
| G i‘ } Nasa! swab should |
, | " |beputin1VIM |
Lt L : B S ol L rfiil’__ i 1
| Ciia A RQ{@ IS _-JI e 1 = ' _ -

NOTE: This is not a comprehensive list and is based on personal experience of various
laboratories wlw have used these.
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?_Annexum 5

List of Mentor Institutes alongwith allocated States and Medical Colleges

5. No.

|
syt

e s L

!
Name  of | Names of Medical Colleges (Govt. & Private} with no COVID-19 festing facilfty
!
| Ladakh: No Medical College | _4
Jammu & Kashmir: = o
1. Government Medical College, Anantnag (G) [
2. Governiment Medical College, Baramulla (&} :
3. Acharya ShriChander College of Medical Sciences, .lammq'.&F“)
4. Government Medical College, Kathua (G)
5. Government Medical College & Associated Hospital, Raﬁ@ (€) i
Himachal Pradesh:
1, Pt jawshar Lzl Nehru Sovernment Medical College, Chamba (G)

*id

K

r. Radhakrishnan Government Medical College, Harmirpur (G)

Shii Lal Babadur Shastr! Government Medical College, Mandi (G}
Government Medical College, Wahan, Sirmour (8}

Maharishi Markandeshwar Medical College & Huspital, Solan (P)

v oW

Punjab:

Sl Guru Ram Das Institute of Medical Sciences and Reseafch, Sri Amritsar (P}
Adesh Institute of Medical Sciences & Ressarch, Bhatinda (P}

Punjab institute of Medical Sclences, Jalandhar {P)

Christian Medical College, Ludhianz (9)

B et
s ]

SR

Dayanand Medical College & Hospital, Ludhiana (P) !
Haryana: !
Maharaja Agrasen Medical Coliege, Agroha (P}
Markandeshwar Institute of Medical Sciences & R&mar&x. Mullzna, Ambala
")
Al Falah School of Medical Sciences & Research Centre, Fmdabad P
Employees State Insurance Corporation Medical Collegs, Baridabad (G)
Faculty of Medicineg and Health Sclences, Gurgaon [P)
World Callege of Medical Sciences & Regearch, Jhajjar (P}
_ Kalpana Chawala Govt, Medical College, Karnal (P} i
N.C. Medical ﬁﬂilegss & Hospital, Panipat (P)
. Shaheed Hasan Khan Mewati Government Medical College, Naihar (P}
:lﬂ - Adesh Medical College and Hospital, Shatabad, Kumksheﬁ(ﬁj

N

i i kbl

Eham?garh ml,

Uttarakhand: ' '

Doon Medical {:t:z"tiages Dehradun (&)

. Shiri Guru Rarm Ral institute of Medical & Health Sciences, Dehradun ()

 Himalayan Institute of Medical Sciences, Dehradun [P}

. Veer Chandra Singh Garhwall Govt, Medical Sc. & ﬁ}&f&ar‘%& ngit, Srinagar,
Pauri Garhwal (P}

hw&r

!
1

i
!
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5.No.|Name of | Names of Medical Colleges (Govt. & Privats) with no COVID-19 festing facility

the Mentor |
stftute | i
Z. | AlIMS, Delhi | Delhi: ' ]
L. University College of Medical Sciences & GTB Hospitzl, New Delhi
2. Hamdard Institute of Medical Sclences & Research, New Dealhi North Delhi
Municipz] Corporation Medical College,
3. Dr. Baba Saheb Ambediar Medical College, Rohini, Daili |
 Bihar: |
L Jawaharizl Nehry Medical College, Bhagalpur (6)
2. Anugrah Narayan Magadh Medical College, Gaya (G}
3. Katlher Medical College, Xathar Mata Gujri Memorial Medical College,
Kishangani (F)
4. Madhubani Medical College, Madhubani (P)
! 5. Vardhman Institute of Medical Scienoes, Pawaripuri. Nala@da iG)
' 5. Nalanda Medical Collegs, Patna (G)
I £ Allindia Institute of Medical Sciences, Patna (G) l
| 8 Narayan Medical College & Hospital, Sasaram (P) ‘
¢ 8, Lord Buddha Koshi Medical College and Hospital, Saharsa P‘
10. Government Medical College, Bettiah (G}
3 AlIMS, Gujarat: 1
Iodhpur 1. ahmedabad Municipsl Copeoration Medical Educztion Trust Medical Cellege,
Ahmedabad (G) __
2. Dr. M.K. Shah Medical College & Research Centre, Ah'meﬁd?had )
4. GCS Medicl College, Ahmedabad [7) |
4. Smt N, H. | Municiza! Medical College, Ahmedabad (G)
5. Shantabaa Medical Coliege, Amvelii (£} .
6. Pramukhiswami Medical College, Karmsad (P) '|
' 7. Banas Medical College and Research Institute, Palanpur (W
8. Gujarat Adani institute of Medical Sciences, Bhui {2}
9, Zydus Medical College and Hospital Dahod (P)

10, GMERS Medical College, Dharpur Patan (5)
11. GMERS Medical College, Gandhinagar (3]

12

. GMERS Medical Coliage, Gotri, Vadodara (G)

13. GMERS Medical College, lunagadh (G}

14. GMERS Medical College, Hadivol, Hirmmataagar Patan (G)
15. GMERS Medical College, Sola, Ahmedabad (G)

16. GMERS Madical College, Vadnagar, Mehsana {G) )
17. GMERS Medical Coliege, Valsad (G) }
18. Nootan Medical Coliege and Research Centre, Mehsana | r?

12, Or. WD, Desal Faculty of Medical Science and Research, Nadiad (P)
20. Surat Municipal Inst. of Medical Education & Research C&%e
21, CU Shah Me

Surat (5]

22, Parul Instrtute of Medica! Sciences & Besearch, Vadadars
23. SBKS Medical Inst. and Kesearch Center, Vadodara {F)

dical College, Surendra Magar {P) %_
}
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Name of Names of Medical Colleges {(Govt. & Private] with no COVID-19 testing faciity

sttt

NOW s N

8,

9,

0.
11
12
13.
14,
15,

)
;
= e - =
¥
i

Government Medical College, Barmer (G} [

American international institute of Medical Sciences, Bedwas (P)
Government Medical College, Bharatpur, Rajasthan {G) f
Government Medical College, Bhilwars, 3ajasthan (G)

Government Medical College, Churu (G}

Government Medical College, Dungarpur (G}

Jalpur National University Institute of Medica! Sciences and Research Centre,
iagatpura, Saipur (P)

Mahatma Gandhi Medical College 2nd Hospital, lalpur (P}

National Institute of Medical Science & Research, Jaipur (B)

RUHS College of Medical Sciences, Jaipur (G) :
Government Medical Collegs, Pali {&) .

Ananta Institute of Medical Sciznces & Ressarch Centre, Rajsamand ()
Geetanjali Medical College &Hospital, Udaipur (P}

Pacific Institute of Medical Sciences, Umarda, Udaipur ()

Pacific Medical College & Hospital, Bhile Ka Bedla, Udalpur (P}

AFMC, Pune

Maharashtra including Mumbai & Pune:

o

H.B.T. Medical College & Dr. R.N. Cooper Municipal Generel Hospital, Juhw,
Ki Somaiyya Medical Coilege & Research Centre, Mumbai (7]

Lokmianya Tilak Municipal Medical College, Sion, Mumbai (&)

Seth GS Medical Cellege, Mumbai {G) 5
Mahatma Gandhi Missions Medical College, Navi Mumbzi (P)
Padmashres Dr. D.Y.Patil Medical College, Navi Mumbai (P}

Kajiv Gandhi Medical College and Chhairapati Shivaii Mahara] Hospital,
Thane (G} :

Topiwala Medical College, Mumbai {G) ;'

Terna Medical Coliege, Navi Mumbai (2} 3

e e —— P
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& No. | Name  of | NamesanaéicaiCﬂ!hgﬁEﬁm&WMwmthOVEB«M&&s%ngimiﬂv
the Mentor .
| Imstitute e - l .
5. | AlMS, | Rest of the Maharashtra: i
Nagpur i Dr. vithalrap Vikhe Patil Foundaticns Medical C?éiege B Hospital,
Ahmednagar (F)
2. Dr. Panjabrao Alias Bhausaheb Deshmukh Memorial Medical College,
Amravati {7}
| 3. Mahwatma Gandhl Missions Medical College, Aurangabad (P)
' 4. Government Medicel College & Hospital, Ssramati (G)
5. Government Medical College, Chandrapur (&) :
6. ACPM Medical College, Dhule () l
7. DBr. Ulhas Patil Medical College & Hospital, lalgaon ()
8. Government Medical College, lalgaon (G}
3. Indian institute of Medical Science & Research, Jalna (P} |

14. ¥rishina Institute of Medical Sciences, Karad ()

11. Dr. D Y Patil Medicai College, ¥olhapur (P} }

12. Rajashree Chatrapat! Shahu Maharaj Government M&dlcgl
{G) .

13. Government Medical College, Latur (G)

14. Maharashitra Institute of Medical Sciences & Research, Lagm ()

15. Rural Medical College, Loni (P} )

16. NG, Sslve instt. of Medical Sciences and Resesrch Centre and Lats
Mangeshkar Hospital, Nagpur (P) T

College, Kolhapur

17, Dr, Shankzrrao Chavan Govt. Medica! College, Nanded (Gﬁ

18, Dr. Vasantrag Pawar Med. Col. Hosp. & Research Cantre, Bagik (P}

19. Bhavati Vidyapesth University Medical College, Pune {P) |

20. Dr. DY Patii Medical College, Hospital and Research Centre, Pimpri, Pune (F)
21. BX.L Walawalkar Rurai Medical College, Ratnagin (P} _

22, Bharat! Vidyapesth Deermed University Medical College & Hospital, Sangll (#)
23. Prakash Institute of Medical Sciences & Research, Sangii ()

24. Ashwint Rural Medical College, Haspital & Research Centre, Solspur (P)

25. Dr Vaishampayan Memarial Medical College, Solapur {G) |

26. Jawaharlal Nehru Medicat College, Sawangi (Meghe), Wardha (P}

27, Mahatma Gandbi Institute of Medical Sclences, Sevagram Wardha (F)

28, Shri Vasant Rao Naik Govt. Madical Collegs, Yavatmal (G}
29. Smit. KashibaiMavale Medical College and Hospital, Pune Cj'
30. SMBT institute of Medical Insitutes Sciencas and Researc
3. SRTR Medical Collegs, Ambajogai (G} - [

Cernter, Mashik (B}

32. Vedanata Institute of Medical Sciences , Falghar (P} i
Goa; :

| Only one Madizal College is Functional

Dadra&ﬁmrﬂaw&li,

_wy one Maélcaﬂ College Is functional |

No Meni-:al Cﬂilegg
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