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Brief description of the proposed activity: The project involves development of 3
functionalinstrumentprototy pestobetestedat3™partyhospital/labpartnersfollowed
application for manufacturing license to CDSCO. Internal testing of the instrument while and before

instrument are built will be undertaken at Module Innovations

(ii)

List of environments related regulatory clearances required for the activity: None

Institutional Arrangement

by  submitting

Area of Risk Yes | No Details Proposed Plan
1. | Is there a designated full- time No  [Current staff trained in EHS|The well-trained staff will ensure
staff for Environment Health handles EHS issues otherthat the EHS issues are addressed
and Safety (EHS) issues? than their job work, noeffectively.
separate staff is needed
owing to the
Volume of work
2. | Does the EHS staff handle thg Any other: The trained staffThe EHS trained staff will
following? ; are well known to handlecontinuously monitor EHS issues
Occupational ~ Health  and |yes occupational  health andland record them accordingly. Any
Safety safety issues, wastejminor issue also will be brought to
Waste Management Yes management and in reportingthe notice of management.
List ~ of consents  and |Yeg accidents and other unsafety}
regulatory clearances procedures.
Record keeping of accidents Yes
And procedures
EHS trainings for staff Yes
 Environment Management  |Yes
Framework compliance for
Innovate in India Project
3. | Is there are porting structure in |Yes EHS policy is implemented|/A  reporting structure will bej
place regarding EHS issues? at Module Innovations. Any developed among the staff well
EHS issues are recorded as |yersed in EHS matters.
Per the policy procedure
4. | Are regular EHS fraininggyes Training provided upon(Training programs will be
provided to staff? Jjoining and immediately  |.ontinued on regular basis for
If there are any changes effective EHS implementation at
introduced. the institute.
5. | Institutional Bio-Safety No | Not applicable
Committee (IBSC)
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6. | Ethics Committee (EC) | _;[Ng_‘_ | Not applicable | B
S General Occupational Health and Safety -
Area of Risk Yes [No |Details Proposed Plan

7. | Are there Standard Operating]yes | Standard operating o
Procedures  for  accidents, procedure for every lab
hazards, and other equipment and for every lablSOPs will be implemented and
emergencies (chemical spills, procedure will be madelregularly updated for use.
heat hazards, fire hazards,  ilahje for siticath
radioactive hazards etc.)? .

functioning.

8. | Are the following in place? Spill kits/wash stations are[The kits and wash stations will
~ Chemicals pill kits Yes provided in each and everybe checked regularly for any
Eyewash — Yes j_tiab for use. fault . and upgraded
Shower stations Yes accordingly.

First Aid Kit Yes

Fire Extinguishers Yes | |
Register of accidents and IYes

injuries |

9. | Are  proper signage  and|Yes Proper  signage, where All  signages  will  be
Storage system in pi_ace? 1 appropriate  have  been continuously maintained.
Display of Material Safety |Yes mentioned. Emergency Emergency contact will be
Data Sheet (MSDS) were contacts are placed in labjrained on  their  role.
relevant areas, and accessible to all[Flammable materials will be
Display of emergency numbers |Yes the staff. Flammable/placed in well secured area.
and procedures (Person to materials are placed in flame
Contact, Doctor, Ambulance, retardant solvent cabinets,

Fire

Emergency, Police)
Displayed in all critical places

Sign age across the facility |Yes
(labs, storage, hazardous
Areas, etc.)
"Are  flammable materials  |Yes
appropriately stored fo
Prevent fire hazards?

10. | Are  smoke detectors, fire|Yes List: Smoke detectors and  fire

alarms, automatic safety/shut of Smoke detectors lalarms will be checked
systems, overflow and Fire alarms regularly and serviced for
preventors, etc. in place and are strategically proper functioning.
regularly maintained? placed in the
research facility.

11. | Are there control measures for |Yes List: Fume hoods/exhausts are in
VOC,‘ air emissions, high Fume hood place and will be well
operating temperatures, BSL2 LAF maintained for regular use.
pathogens/vectors etc. in place?

12. | Are regularmockdrills  |Yes Frequency (type wisc): FirelProposed! training
conducted for emergency and Safety: Done Annually for all the staff
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preparedness and safety?

with 3" party organizationWorking in the laboratoryl

such as settings. Regular mock drills to
Venture Centre/CSIR- beccondictad.
NCL. -

13. | Are staff provided with OHSy Training to handle In  addition to the existing]

training? instrumgnts f Witﬂ;‘ tutrpos;} mechanisms, we will provide]
g?;g’f PR Aoy Sﬂccl:;;lf?ul medical advice and
completion of training [consultation to staff in case of
recorded. any adverse event.
Recreational activities
for mental well-being.

Biomedical Waste (BMW) - -
Area of Risk Yes [No | Details TProposcd Plan

14. | Is there generation of biomedical|Yes Bacteria I'he biomedical waste will be
waste (as described in Bio- Gloves handled by trained workers|
Medical Waste Management Media land ensure the safety of the
Rules, 2016) in the grantee? other staff.

15. I§theretyainedstafﬂohanc}le Yes Qualified staff to handle all
biomedical ~ waste in the Bio waste is available.
grantee?

16. | Has the pgrantee obtained No [Due to the small volume |We plan to obtain certification|
authorization ~ from  State the SPCB certificate was [from SPCB, which is in
Pollution Control Board not needed. The waste is |progress.

Ao Control collected by PASSCO
RIS (CPCB/SPCB) authorized
apency.

17. |Is  the biomedical waste |Yes Yellow The biomedical waste will be

segregated at point  of Red segregated  into  relevant|
Generation in the facility and ) category and stored in a safe
White and secure place for final
Stored in suitable containers? disposal.
Blue

18. | Is the bar code system for theyes Barcoded bags/stickersThe bar codes system will he

segregated waste in place? provided by PASSCO areimplemented regularly and
used for the segregated ffectively.
waste

19. [Is the biomed'iéeflf\ifﬁént‘e being sent|Yes Name and address ofMOU entered with PASSCO.

fo an authorized common BMW CBMWF: The biomedical waste will be
facility? PASSCO disposed as per the rules.
Environmental
Solutions Pvt Ltd
Address: 8. NO.
172,173,174, YCM
HOSPITALI.
/‘—'T‘r\
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COMPOUND, SANT
TUKARAM NAGAR,
PIMPRI, PUNE 411018

Distancetromfacility:5 kms

Frequency and Mode of
transport: Collected by
PASSCO from Module
Lab every week/or when
needed.

Who transports:

PASSCO
20. | Does the grantee haveanin- |  |No | Reason:Not Required Not App]icabié ---------------- a
house BMW freatment
facility? Authorization:
‘Is the treatment facility own No
(individual)? kI Distance of nearest
[s the treatment facility a No | CBWM from facility: 5
Shared facility in an industrial kms
park?
Types of treatment:
21. | Are lab waste, [Yes Types of  treatment:Pretreatment is continuously|
microbiological ~ waste and Microbiology ~waste aredone. The wastes are being|
Chemical liquid waste pre- treated by Autoclaving  |sent to the authorized BMW

treated before storing and recycler after pretreatment.

Sending to
Treatment facilities according
To guidelines prescribed in

BWM,2016 regulations?

22. | Is the liquid waste checked fon No [No liquid wastes. BMW isNot Applicable
active cells before sending to treated before sending
Treatment plant?

23. | Are necessary  waste pre-|Yes List of  equipment [(All the pretreatment|
treatment equipment in place? (autoclaves, shredders, |equipment is available and|

| incinerators, etc.): |well maintained. The|
Do the equipment adhere to|Yes Autoclave equipment will be maintained
prescribed norms by State in perfect condition by
Pollution Control Board Details of waste pre-entering to annual
(SPCB)? treatment: maintenance contract.
All waste are

thoroughly sterilized
by Autoclaving
Before beings into
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BWMagency il

24. | Are chlorinated plastic gloves|Yes All chlorinated bags/gloves have been phased out and only
and bags phased out in the non-chlorinated products are put in use.
grantee?

25. | Are grantee’s personnel involved|Yes Frequency: Upon Joining [Training to be provided to thel
in handling BMW provided with ersonnel involved in
regular Trainer: Module trainedbiomedical waste handling.
training? staff

26. | Are medical  examination|Yes Medical consulting is [Required immunizations (if
provided to personnel involved provided to personnel at |not already done) will bel
in BMW waste handling and are| the expense of Module [provided to the staff involved
they provided when needed. in BMW handling upon their
With relevant immunization consent.

Like Hepatitis Band Tetanus?

27. | Is a daily register for biomedicallYes All BMW sent to [The register will be
waste maintained  including PASSCO is recorded. If |maintained regularly as per
accident reporting record? there are any incidents |rules and provided to the

they are recorded in a [concerned authorities on
register and corrective demand.
Actions taken

78. | Are fmnual reports on BWM No
S“b“.“gg‘imff G SP](S:.B as  per [f required, biomedical waste annual reports will be sent to the
requir ee Bio- :

Medical Waste Rules 2016)? concerned state pollution control board as per rules.
Hazardous Waste (HW)
Area of Risk Yes [No | Details Proposed Plan

20, | Is  there  generation of No | No hazardous waste Not Applicable
hazardous waste (as per
Hazardous Waste Rules, 2016)
in the grantee?

30. | Is there trained staff in the |Yes [nduction training of all the |All staff dealing with EHS
facility to identify and handle hew employees includes activities are well trained and
hazardous waste? BMW and lable to handle any kind off

Hazardous waste handling  (waste.

31. | Does the grantee have No NA ~ |Not Applicable
authorization from SPCB for
Hazardous waste?

32. | Is there a secure location for No |NA
storage of HW with proper
signage?

e Ay
2,(?\‘;\ Rug' ,:Z?
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Are hazardous waste stored for
more than 90 days in the
grantee’s premises?

33.

Is the hazardous beiﬁgé endtoarl

authorized
Facility or user?

disposal

No

No

Is the disposal tacility in
house?

No

Is the disposal
external/outsourced?

facility

No

Not Applicable

34.

Is a register maintained or
production and treatment, and &
manifest system followed for
transport of hazardous wastg
from the grantee to
Treatment facility?

No

NA

Not Applicable

E-Waste and Batteries-Not applicable

Area of Risk

Yes

No

Details

Proposed Plan

35.

Does the grantee generatee-
waste, produce or
Manufacture  electrical — and
electronic equipment?

No

Not Applicable

Not Applicable

36.

Has the grantee obtained
SPCB authorization one- waste?

No

Not Applicable

Not Applicable

87,

Does the grantee channelize the
e-waste to authorized
recycling or disposal facility?

No

Name

Facility:

and address
disposal facility/ recycler:

of

In house or outsourced

Not Applicablg

38.

Does the  manufacturing
grantee have Extended
Producer Responsibility
system and EPR-
Authorization in place?

No

Describe:

Not Applicable

£ LA

Does the grantee practice
reduction in the usage of
hazardous substances in the
manufacture of electrical

and electronic equipment and

its parts?

Not Applicable

Not Applicable
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detailed information on th
constituents of the equipmen
and their components/spares and
declaration of}
conformation to Reduction in
Hazardous Substances in the
product user documentation?

40. | Does the grantee provid% No |[Not Applicable Not Applicable

41. | Does the grantee maintain a No
Record of collection, storagel
sale and transport ofe-waste?

42, | Does the grantee submit No
Annual reports one-waste td
SPCB?
43. | Is there accident reporting anc No
records in place? -
44. | Are PPEs available to staff? YES PPE kits are Mae available toThe PPE kits will be well
cach and every research staffmaintained and devoid of any|
contamination. Will ensure
staff to keep them neat and
tidy.
45. | Is the grantee in volved in No [Not Applicable Not Applicable
Manulacture of balleries?
46. | Does the grantee generate No |Not Applicable Not Applicable

Battery waste?
47. | Does the grantee deposit thd No | Name and address of battery[Not Applicable
battery waste to registered waste receiving entity:
recycler/dealer/manufacturer/
reconditioner/collection
center?

48. | In case of manufacturing, No [Not Applicable Not Applicable
does the grantee comply tq
Battery Management Ruleg
2000andensurecollectionof

old batteries?
CommunityHealthandSafetyandriskmitigation-Notapplicable
Yes [No |Details Proposed Plan
49, | Safety Transportation |Yes Safe transportation are identified within the institute
Management ~ System  (for premises and will be adhered to during transportation.
transport
Of hazardous material)
50. | Emergency preparedness andYes Emergency preparedness plan will be prepared and local
participation of local authorities activities will be informed accordingly.
and potentially
Affected communities
Other
Area of Risk Yes [No [Details Proposed Plan
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51. | Does the grantee wuse an No [Not Applicable ~ [Not Applicable
radioactive materials
(isotopes  tracers, radiation

equipment, etc.)?

Does the grantee  have No | Describe: Not Applicable
appropriate radioactive
material and waste storage and
disposal system in place?

“Are radioactive warning signs irl No [Not Applicable Not Applicable
place? | Ll o i e e
52. | Is the lab/room air regularlyYes Open plates are keptregularlyThe agar plates will b
checked  for microbia to check for any microbialchecked for any kind of]
contamination? growth in the microbial growth and any|
air. issues will be dealt with to

lkeep off microbial
contamination.

53 | Are there any odor controlyes Exhaust systems Exhaust systems are in place,
measures in place? - They will be well maintained
54, | Are fume hoods and exhaustyYes Annual maintenance is and kept clean.
reg‘ular.ly checked and Done to ensure propei
maintained? EfﬁCiC[le .
55. I}zovei ‘ghe grantee use DGset> 13 No [Not Applicable Not Applicable

Does the grantee have consent
for DG > 15 KVA?

Are emissions from boilers and
DG sets regularly monitored Obe

with in the
Prescribed norms?

56. | Does the grantee have properYes ' Waste is segregated as per|The segregated waste will be
disposal process for solid and the guidelines before being handed over to the municipal
plastic waste incompliance tq collected. The waste isjaythorities for final disposal.

collected by the building
cleaning staff and disposed
as per their
guidelines.

Solid  Waste  Management
Rules,2016andPlasticWaste
Management Rules, 20167

57. | Ts wastewater treated separately No | Types of waste water: NoNot Applicable
by the grantee? (Liquid wastd waste water generated
from laboratory, chemicals
fluids, solvents, medium and
cultures, coolants, etc.)

Are there sludge management No [Not Applicable Not Applicable
and cut off drains in place for
wastewater?

58. | Are necessary provisions for No | No heavy noise making Not Applicable
Noise cancellation in place? B Machinery is in place.
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59.

Are there any settlements, wateﬂ
bodies, cultivated land, or any
other co-sensitive

areas near the grantee’s
premises?

No

Describe:

Distance from premises:

Not Applicable

60.

Are there any buffers, fire
vehicle  routes in  the
grantee’s premises?

No

Not Applicable
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