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Nuclear Medicine user guidelines
for regulatory applications
submission in e-LORA system




Guidelines for obtaining Licence for operation of Nuclear Medicine Facility

The practice of Nuclear Medicine in India is governed by the Atomic and Energy Act, 1962 and rules
promulgated under the Act. In view of this, AERB issues regulatory consents at different regulatory stages
and publishes codes and guides as per the act & relevant rules. To facilitate the mandate, AERB is using
e-LORA (e-Licensing of Radiation Applications), its e- governance application system to facilitate online
submission of applications for regulatory consents and establish channel of communication with AERB for
other regulatory requirements. All Nuclear Medicine user Institutes are required to use e-LORA for
obtaining relevant consents and approvals from AERB.

The detailed steps to be followed for obtaining licence for operation of any NM facility are described

here
Steps | Process Application Form Location of application form Detailed
Name Procedure
Stepl | Institute Register Institute e-LORA Home Page Click Here
Registration
Step2 | Approval of Site& Layout Plan Login>Regulatory Forms>Nuclear Click Here
Layout Approval Medicine
Step3 | Declare Add Employee Login>User Management> Add Click Here
Employees Employee
Step4 | Approval of RSO | Nominate RSO Login>Regulatory Forms > Common | Click Here
Forms
StepS | Declare Add/view instruments | Login>Instrument Click Here
Instruments management>Add/view instruments
Step6 | Procurement of | Ad-hoc Login>Regulatory Forms>Nuclear Click Here
equipment Medicine > Adhoc application
Step7 | Intimation Intimation of available| Login>Regulatory Forms> Nuclear Click Here
equipment/installations| Medicine
Step8 | QA/Survey Sourcg Application for Source| Login>Regulatory Forms>Nuclear Click Here
Procurement Procurement Medicine
Step9 | Intimation Source Procurement | Login>Regulatory Forms>Nuclear Click Here
Intimation Medicine
Stepl0 | QA/QC Report & | QA/QC Report/ Login>Regulatory Forms> Nuclear Click Here
Survey Report Radiation Survey Medicine
Submission Report
Stepll | Licence Application for Licencg Login> Regulatory Forms> Nuclear Click Here
for operation Medicine
Stepl2 | Clinical Source | Application for Source| Login>Regulatory Forms>Nuclear Click Here
Procurement Procurement Medicine
Stepl13 | Intimation Source Procurement | Login>Regulatory Forms>Nuclear Click Here
Intimation Medicine
Step 14| Decommissioning | Decommissioning Login>Regulatory Forms>Nuclear Click Here
/Disposal /Disposal of Medicine
installation/source
Step 15| Intimation Intimation of Login>Regulatory Forms>Nuclear Click Here
decommissioning Medicine




Other generic processes/procedures in e-LORA

Process Application Form Name | Location of application form Detailed Procedure
NC Response | NC response screen e-LORA Home Page Click Here

Safety Status | Safety Status Report Login>Common Forms>Nuclear Click Here

Report Medicine

Adhoc Adhoc application Login>Regulatory Forms>Nuclear Click Here
application Medicine>Adhoc application

Incident Incident Reporting Login>Regulatory Forms> Incident Click Here
Reporting Reporting

Exposure Exposure Investigation | Login>Common Forms > Exposure Click Here
Investigation | Report Investigation Reporting

Report

Raise an Issue | Raise an Issue Login > FAQ Raise an issue Click Here
Amendment of | Amendment of source | Login>Regulatory Forms>Nuclear Click Here

source procurement Medicine

procurement

Employer Employer Change https://www.aerb.gov.in/images/PDF/9- | e-LORA home page
Change employer-change-guidelines.pdf

Steps described...

Step 1: Reqgister Institute

Guidelines are available on e-LORA home page. After approval of your institute registration application,
you will receive user id and password. Note the same to access your e-LORA account

Step 2: Approval of Layout

After login to your e-LORA account, menus are available on the left of your screen. Go to the menu
Regulatory Forms > Nuclear Medicine > Site & Layout Plan Approval as shown below;

@ Home X (D) AERB-My Inbox x 4+ v - X
& C A Notsecure | hitps://10.55.55.13/ELORA/LoginAction.htm Q 2 &« O & @
(@ AERB - BackOffice.. (D) eLORALogin Page @ Shielding Requirem..,

Adhoc Application
Site & Layout Plan Approval

Intimation of Available Equipments/Installations
electronic Safety Perfor

Application for Source Procurement
Source Procurement Intimation

Application for Licence

Change Password » -
Application for Renewal Of License

Change User ID
QA/QC Report { Equip. up-gradation, Restarting of

In case of any difficulty/issue related to eL OREELL)] b@aerb.gov.in ; 022-25990675).

Instrument Management ]

My Applications

My Casefiles

My Institute Details
Regulatory Forms
FAQ - Raise an Issue

User management

View Inspection Documents

Verify Mobile and Email

Transaction Key

Common Forms
+

Incident Reporting
B

Nuclear Medicine

.
» Transport

»  Radiation Survey Report
v
»  Application For Decommissioning/Disposal
»  Application for Decommissioning Intimation
+

} Amendment in Source Procurement

s (mas.rsd@aerb.gov.in ; 022-
ns. If need to escalate further,

24/03/2021 03:28 PM

Search:|

Date and Time § Message to User 4

Your application for Update Operational Status with application no. 21-719436 has been recorded and
document no. is 21-UOPS-604587. If unsed/disused source(s)/equipment(s) is/ are lying in your institute,

https://10.55.55.13/ELORA/NMSLAAction.htm

£ Type here to search




Click on Site & Layout Plan Approval and the application form will appear
Fill up the form as required. Important points in each tab are mentioned below:

Tab 1: List of available installation

This Tab will show you the list of all installations (e.g. PET, SPECT, SPECT-CT, PET-CT, High Dose
Therapy, low dose therapy, beta therapy and non-imaging technique), select all the options required and
indicate no. of equipment if it is more than one.

Tab 2: General Details
. Layout application submission for:

» Choose New Application for approval of newly proposed layout. All facilities on the same
floor in a continuous layout are considered for single approval. The facilities proposed on
different floor/different location will require separate approval.

+ Choose Modification of Approved layout for structural modification or change in orientation
without change in installations in a preapproved/existing layout. (In this case provide a letter
giving details of modifications proposed and indicate the same in layout with different colour to
identify existing and proposed)

+ Choose Addition of New Installation in case of addition of new installation in a
preapproved/existing layout on the same floor.

+ Choose Deletion of Existing Installation in case of deletion of installation in a
preapproved/existing layout for which Intimation of Available Equipment/Installation not
yet submitted.

On selection of New/Modification/Addition/Deletion, further related fields will be prompted

New Application
. Application Submission For: Choose all the installations/equipment required from the
dropdown list. Use Add Row for multiple selections. Note that Number of Each Installations for

LDT, HDT, Beta-Therapy & Non-Imaging Techniques are by default‘1’and can’t be modified.

Fill the details prompted on your selection. In case of equipment like PET, SPECT, PET-CT etc.

provide the number of equipment proposed.

In case of HDT, enter capacity of single delay tank appropriately as per number of Beds
(isolation rooms) proposed.

Modification of Approved layout

. Reference number of Site and Layout approval: Select reference of layout for which you
require modification. Other details of modification will be sought after selection.
. Brief Description: Give a brief description of proposed modifications/changes from the existing

layout. This option also can be used for change in approved workload of existing PETCT (eg. If
approved workload is 60, and it is to be made 100, then use this option)

Addition of New Installation

. Reference number of Site and Layout approval: Select reference of layout in which you
require addition of new installation. Other details will be sought after selection.
. Application Submission For: Choose all the installations/equipment to be added from the drop

down list. Use Add Row for multiple selection. Give related details sought considering all the



equipment available and proposed. (e.g. If you have an already existing PET-CT with workload 60
in the layout and you want to add another one with workload 60, choose one PET-CT under
Application Submission For and write 120 in Proposed Combined Workload)

Deletion of Existing Installation

. Procedure for deletion is similar to that for addition. Please note that this option can be
exercised for the installation only if ‘Intimation of Available Equipment/Installation’ is not yet
submitted. For modification in layout after Deletion of Existing Installation, option for
Modification of Approved layout can be exercised.

Tab 3: Checklist
Checking the check boxes in the Checklist is mandatory for submission. Please go carefully through all the
points on the checklist to avoid rejection of application.

Tab 4: Attachment
Attachments are context based. Help menu is available with the attachment tab.

Step 3: Declare Employees

For every Nuclear Medicine facility, Minimum one Nuclear Medicine Technologist, one Nuclear
Medicine Physician and one RSO are mandatory for obtaining Licence for operation.

For adding employees to your institution, please follow the path as;
Menu> User Management >Add Employee. Select required Type of Employee from the drop down

Change Password

Instrument Management #

My Applications

My Casefile

ne/well type 1ion

r Drafts Designate Licensee :
My Drafts signa 5 r absolute dosim

My Institute Details Designate/Relinquish Employee source storage h

Regulatory Forms Update/Dissociate Employee hantom has been

Update Institute Details et has been addej
LB IWL AL UL LLVL Tnnnuie wnamber has been

25/02/2015 04:42 PM Your A

View Inspection Documents

lication has been a

Three options are available in drop down for Type of Employee as follows;

. Radiation Professional (for Nuclear Medicine Physicians and Nuclear Medicine
Technologist)

. Radiation Worker (for supporting staffs eg ward boy, nurse and others)

. Non Radiation Worker (to add Licensee if he is not a radiation worker)

In the form for adding Radiation Professional,

. A pop up will prompt you to provide RP ID and DOB of the personnel which will be available
with the person. All other personal details will come automatically.



. Provide Date of Joining (of service in your institute), PMS No. (i.e. complete TLD No. eg.
11111C0001/11111W0001), Department and Designation, Profile (i.e. ‘Nuclear Medicine
facility’) and Professional Role (i.e. ‘Nuclear Medicine Physician, Nuclear Medicine
Technologist’)

. Provide Email(O)
. Browse and upload scan copy of joining /confirmation letter of employee and click on Submit

Select radiation professional n

RP registration ID @~ |

Date of birth of RP™ |
RP Associate Key @ |

wWhether the person is also Oves ON
Employer of the institute?” €S ©

Search |

Important Note: You will not be able to fill further application form for Licence and procurement of
sources unless you add employees e.g. Nuclear Medicine Physician and Nuclear Medicine
Technologist as a Radiation Professional of your Institute. Also, declaration and approval of RSO is
also a mandatorv reauirement for Nuclear Medicine.

RP Associate Key should be generated through RP login.

In the form for adding Radiation Worker (Nurses/supporting staff posted in NM department),

. Provide required personal information of employee viz. Title, Name, Gender & Date of Birth

. Provide required service information of employee viz. Date of Joining (of service in your
institute), PMS No. (i.e. complete TLD No.), Department, Designation, Profile (i.e. ‘Nuclear
Medicine facility’).

. Provide address & contact details of employee.

. Browse and upload scan copy of joining/confirmation letter of employee and click on Submit



Type Of Employee™ |Radiatior1 Worker E

—— Personal Details

Title™ I——Please Select-- |z|

First Name™ I

Middle Name

Last Name™

Gender™® --Please Select-- |z|

Date Of Birth™ |
Date Of Joining™ |7/4/2015
Department

Designation

Select profile® Radiotherapy installations

Supplier of radiotherapy equipments/sources
Manufacturer of radiotherapy equipments/sources
MNuclear Medicine Facility

Supplier of Nuclear Medicine Equipment/Source
Gamma Irradiation Chamber (Radiation Facility) - @

] »

PMS MO
(Applicable for 'Medical diagnostic x-ray facility, Radiotherapy, Nuclear Medicine'
only.)

Role Cperator-Medical diagnostic x-ray facility =

(Applicable for 'Medical diagnostic x-ray facility" only. Medical Practitioner-Medical diagnostic x-ray facilil
Role shall be selected based on appropriate qualifications. Refer AERE website
for required minimum gqualifications.) B e

Education Qualification
(Applicable for 'Medical diagnostic x-ray facility' only.)

Attachment for uploading copy of proof of education -
(Applicable for 'Medical diagnostic x-ray facility” only.) No file selected.

—— Permanent Address

--Please select-- -

Address Linel® I
Address Line2

Landmark

Transaction key

As per the current regulatory requirement wherein two party authentication required for submission of
certain types of applications by using transaction key. Below is the transaction key screen shot:

Employer Details Employee Details (Applicant/RSO to be nominzted)

Employee Name @

Employer Regstered Emai Employee Regstered Emad
Employer Regstered Mobde Employee Regstered Mobide
Emai OTP Emad OTP
Mobde OTP Mobde OTP
Existing OTF's are the Litest receved OTPs, not used withn valid tme. If not vald, use Send OTP facity

Send OTP venty Transaction Key : Leset

The transaction key generation option is available in employer login. Left side block displayed above
shows Employer e-mail id and mobile number by default. Right side block displayed in the transaction
key screen will contain only that Employee who will be the applicant (Employer or Licensee) of the
application or the person whose name is to be nominated as RSO.

Prior to generation of transaction key, you need to verify e-mail id and mobile number of the
employees. The email ID and mobile of employer & licensee can be verified using the respective log-
in. The mobile number & email of the person to be nominated as RSO can be verified using the



person’s Radiation Professional (RP) registration login. The email ID and mobile are verified using the
One Time Password (OTP). You need to follow all the procedure mentioned in e-LORA for
generating the transaction key.

Step 4: RSO Approval

Availability of RSO in a Nuclear Medicine facility is mandatory. You may obtain RSO approval
through e-LORA. Please note that RSO approvals obtained through e-LORA only will be recognized
by AERB as valid.

For adding RSO to the facility, please follow the path as;
Menu> Regulatory Forms>Common Forms >Nominate RSO as shown below;
You will be navigated to the following screen for nomination of RSO Nominate

Nominate RSO (for first time approval in the institute): “Nominate RSO” is applicable for nominating
the employee for RSO of the institute for the first time. Select the employee from the List of Values
(LOV) indicated in the right side of the Radiation professional label. The details of the selected
employee will be populated in the rest of the fields. Enter the transaction key and submit the
application.

The detailed guidelines on RSO approval process including re-designation of RSO, Renewal of RSO,
and dissociation of RSO are provided on e-LORA home page.

(link: https://aerb.gov.in/index.php/english/quick-help-on-e-lora)

Step 5: Declare Instruments

All Nuclear Medicine facilities require instruments e.g. survey meter, dose calibrator, pocket
dosimeter, gamma zone monitor, Fume hood etc. for day to day functioning of the facility. The
instruments need to be declared in e-LORA. To declare the same follow the path as:

Menu >Instrument Management >Add Instrument/View Instrument

Change Password Add Instrument
-+

Instrument Management P  View Instrument
—

L egpllERLETE 19/10/2015 03-:02 PM

Survey meter has been

My Casefiles 16/10/2015 10:43 AM Your application ref no

My Drafts 12/10/2015 02:45 AM | Non Compliance with 1

My Institute Details closure. The final date d

Regulatory Forms » actions.

User management > 12/10/2015 02:45 AM Non Compliance with 1

View Inspection Documents closure.The final date g
acthions

For modification of certain details already available go to View Instrument (eg. Calibration date,
working status etc.)

Following options are available in Drop Down for Type of Instrument,

. Measuring Tools (Dose Calibrator, pocket dosimeter )
. Monitoring Tools (Survey Meter )



. QA Tools (Phantoms & other accessories)
. Safety Tools (Safety accessories like Fume Hood, Tongs, Syringe shields etc.)

All the instruments has to be declared separately to the system which will store all the details. The
LOV for Type of Instrument Sub-type will list out all the relevant instruments as per the selection in
the previous field.

Step 6: Procurement of Equipment through Adhoc application

This application is provided for all those applications which are not yet available in e-LORA.
For procurement of PET-CT/SPECT-CT equipment , Follow the path:
Regulatory Forms > Nuclear Medicine > Adhoc application.

Adhoc Application

Site & Layout Plan Approval

Intimation of Available Equipments/Installationg
Application for Source Procurement

My Inbox

Source Procurement Intimation

Application for Licence
Change Password

Change User ID

Application for Renewal Of License

QA/QC Report ( Equip. up-gradation, Restarting
Instrument Management 4 i i i facility)
My Applications Common Forms Radiation Survey Report
2

+
My Casefiles Incident Reporting $Applin:ation For Decommissioning/Disposal

*

»
»
+
My Institute Details Nuclear Medicine »  Application for Decommissioning Intimation
?  Amendment in Source Procurement

+
Regulatory Forms P Transport

—

FAg) = REIER B 1ESE Dr. P.K.Dash Sharma, Head, RSD (head.rsd@aerb.gov.in ; 022-25990656)

User management

You are required to upload duly signed application form to obtain requisite permission for procurement.
Application form can be downloaded from “Help” Menu of e-LORA system.

Step 7: Intimation of Available Equipment

. Every institution needs to intimate the equipment (e.g. PET, SPECT etc) as and when it is
available with the institution and installed. Similarly, installations (HDT, LDT, Beta-Therapy
etc) also need to be intimated through this screen. Give all the details as sought in the screen

and SUBMIT.
. The system will automatically register the details as provided.
. For submission of intimation follow the path

Menu > Regulatory forms > Nuclear Medicine > Intimation of available
Equipment/Installation



Important Announcement :

Adhoc Application
Site & Layout Plan Approval

Intimation of Avallable Equipments/Installations

My Inbox

Application for Source Procurement

Source Procurement Intimation

Change Password
Change User ID
Instrument Management
My Applications Common Forms

My Casefiles

*
Incident Reporting
*

Nuclear Medicine
*

» Transport

My Institute Details
Regulatory Forms
FAQ - Raise an Issue

User management

Application for Licence
Application for Renewal Of License

QA/QC Report ( Equip. up-gradation, Restarting
facility)

Radiation Survey Report
>

Application For Decommissioning/Disposal
2 3

Application for Decommissioning Intimation
>

Amendment in Source Procurement

Dr. P.K.Dash Sharma, Head, RSD (head.rsd@aerb.gov.in ; 022-25990656)

View Inspection Documents

The duly intimated equipment / installation only will be available for applying for Licence for

Operation.

Step 8: Application for Source Procurement (source for QA /survey)

Each time a user require to procure radioactive source for Nuclear Medicine practices from an
authorized supplier in the country, a request needs to be raised through e-LORA.

. On successful intimation of available equipment, e-LORA takes note of availability of the

equipment/installations with the facility.

. Application for procurement of source can be made by following the path

Menu > Regulatory Forms > Nuclear Medicine > Application for Source Procurement as shown

below;

[ile Ecit View Hgtory Beokmarks Took Help —
m_'?'_"‘___—_’f‘ @ AZRB-My Inbos x \+

€ p @ hios172281 11 ELORA Logindetior e r———

Atomic Energy Regulatory Board
e-Licensing of Radiation Applications (eLORA) System

My Inbox

Change Password

Instrument Management » Date and Time
Common Forms
’Im:ldc-vu Reporting
'Nucl-:-ar Medicine
» 1 Transport
1 =l

My Applications
My Casef
My Institute Details

Regulatory Forms

Role:
£ . Nuclear Medicine-Nuclear

Employer,Licensee

-0
Site & Layout Plan Approval

Intimation of Available Equipments/Installations
Application for Source Procurement
Source Procurement Intimation
Application for Licence

Application for Renewal Of License

QA/QC Report

Radiation Survey Report
3

Application For Decommissioning/Disposal
s

Application for Decommissioning Intimation
s

Amendment in Source Procurement

Clicking on “Application for Source procurement” will open the form.

Important points in each Tab are mentioned below:



Tab 1: Worker Details & Tab 2: Instrument Details

These tabs are for verification only. Any changes in the details should be done in respective menus
available in e-LORA e.g. Instrument Management & User Management.

Tab 3: Source details

Details of the source sought are to be provided in this Tab

Type of source to be procured: Select Unsealed or Sealed as required

Procurement for: Choose between Clinical Source, QA Source, Radiation Survey Source

& Check Source

Source: Select which source you want to procure from LOV. The Source specification will be
automatically captured based on your selection (In case the source to be procured is not
available in the LOV, use Adhoc application for its procurement. Refer guidelines for Ad-hoc
Application)

Activity: Mention Activity of the source and select Unit appropriately

Available Installation ID: Multi-select installation 1Ds where you intend to use the source.
The installations will be shown to you based on availability and choice you mentioned above.
Frequency: Select the frequency of procurement of the source. This field is not applicable for
QA Source, Radiation Survey Source and Check Source.

Amendment of source procurement

In case of any change in the procurement details, such as activity, type of NM installation, user can
apply for amendment of procurement by following path:

Menu > Regulatory Forms > Nuclear Medicine > Amendment of Source Procurement

Adhoc Applica tinﬁ? ‘
Site & Layout Plan Approval
Intimation of Available Equipments/Installations
Application for Source Procurement
My Inl

Source Procurement Intimation

Application for Licence

Change Password

Application for Renewal Of License

Change User ID

QA/QC Report ( Equip. up-gradation, Restarting of

Instrument Management In_case of any difficulty/inordinate delav{EEl?)

My Applications Common Forms » Radiation Survey Report
3

+*
My Casefiles Incident Reporting

Application For Decommissioning/Disposal
»

»
T -
My Institute Details Nuclear Medicine » | Application for Decommissioning Intimation
+
»

+
Regulatory Forms » Transport

Amendment in Source Procurement

FAQ - Raise an Issue L

User ma nagement

Step 9: Source Procurement Intimation

After procurement of source, user needs to submit the intimation of same through e-LORA. Follow the
path mentioned below for the relevant form;



Menu > Regulatory Forms > Nuclear Medicine > Source Procurement Intimation

TSI UOOUUI )

Atomic Energy Regulatory Board ' _ Role:  EmployerLicensee

e-Licensing of Radiation Applications (eLORA) Sy=-~- ' d“m‘“ Naihen
g ) ; cility

vour institute 1s
on need to be taken to

your mnstitute 1s
action need to be taken to

Clicking on “Source procurement Intimation” will open the form

Tab 1: Procurement Intimation Details
The Tab gives details of all the Source Procurement already raised by the User.

Tab 2: Source Procurement Details
Fill up the required form as given below to submit the Source Procurement Intimation and click on
Submit.

. Reference No. of Procurement: Select appropriate procurement approval from AERB.

. Source / Specification /Authorized Activity / Frequency: Will be auto-filled based on
earlier selection. (verify the same to ensure correct intimation)

. Date of procurement: Provide the date of procurement.

. Activity of procurement: Provide the activity procured.

. Supplier: Select supplier from LOV

Step 10: OA/QC Report & Radiation Survey Report

Follow the path mentioned below for uploading a QA/QC Report of an Installation,

Menu > Regulatory Forms > Nuclear Medicine > QA/QC Report

@ Home X (@ AERB-My Inbox X+ v = X
< C' A Notsecure | hitps//10.55.55.13/ELORA/LoginAction.htm;jsessionid =KTRe9MPHzV3xzBIKZ7fr2xquTbZFxv3TwixGamvB.myservers Q@ » ¥ O a&a :

@ AERB - BackOffice.. (@) elORA LoginPage @ Shielding Requirem.

Adhoc Application
Site & Layout Plan Approval

‘Intimation of Available Equipments/Installatig

Application for Source Procurement

Source Procurement Intimation

Application for Licence
Change Password
Application for Renewal Of License
Change User ID
QA/QC Report ( Equip. up-gradation, Restarti
Instrument Management

My Applications ¢Cnmmcn Forms » | Radiation Survey Report

My Casefiles ’Incident Reporting L4 ‘Application For Decommissioning/Disposal
My Institute Details 'Nuclear Medicine » | Application for Decommissioning Intimation
Regulatory Forms » Transport »  Amendment in Source Procurement

FAQ - Raise an Issue )

htpsi//10.5.55.13/ELORA/NMQaQcReportAction htm

L Type here to search




The following screen will appear and the guidelines to fill this form are given below:

PG EAR SIS PACILITY ) OA/QC REpOIE e |
Report Detalls

All fieids marked by ~ are mandstory
QA/QC submstted for” [Please selecr— - @
Instalation 1D © ecase Sclect -
Ad hoc
Make Perodic
Model |
Senal no |

MName of the techmecal expert © [

Any other person involved

Date of completion of QA test™ |

Upload QA/QC report Browse_  No file selected Clear

BB

Tab: Report Details

o QA/QC submitted for: Select Periodic if you want to upload the QA/QC report in the system.
The report will not be reviewed by AERB unless it is referred in relevant applications e.g.
License. Only Periodic reports can be tagged with the Application for License.

(Select Adhoc, only if you are prompted or requested to submit the QA/Survey report by AERB)

Installation ID: Choose Installation ID from LOV

Make / Model / Serial No.: Will be auto-populated based on your selection

Date of completion of QA test: Give the date of test

Upload QA/QC report: Scan & Upload a Report as per the format prescribed in AERB website

The same path and guidelines should be followed for uploading a Radiation Survey Report

@ Home X (@ AERB-My Inbox x  + a4 - X
< C A Notsecure | h#ps//10.55.55.13/ELORA/LoginAction.htmijsessionid=KTReIMPHzV3xzBIKZT fraxquTbZFv3 TwixGamvB.myservers Q@ ¥ O 2 :
(@ AERB - BackOffice.. (D) elORALoginPage @ Shielding Requirem.

Adhoc Application
Site & Layout Plan Approval

‘Intimation of Available Equipments/Installatig

Application for Source Procurement

Source Procurement Intimation

Application for Licence
Change Password
Application for Renewal Of License
Change User ID
QA/QC Report ( Equip. up-gradation, Restarti
Instrument Management ili

My Applications 'Ccmmon Forms P | Radiation Survey Report

My Casefiles ¢Incident Reporting 4 ‘Application For Decommissioning/Disposal
My Institute Details 'NUC|ear Medicine 4 »Application for Decommissioning Intimation
Regulatory Forms » Transport » Amendment in Source Procurement

FAQ - Raise an Issue

htps://10.55.55.13/ELORA/NMRSSurveyReportAction htm
-~

£ Type here to search




Step 11: Application for Licence for Operation

To apply for Licence for operation of NM installations, follow the path
Menu >Regulatory Forms >Nuclear Medicine> Application for Licence for Operation

AGNOC APPIICATION

Site & Layout Plan Approval

Intimation of Available Equipments/Installations
Application for Source Procurement

My Inl

Source Procurement Intimation

Application for Licence

Change Password Application for Renewal Of License

Change User ID QA/QC Report ( Equip. up-gradation, Restarting of
LB CUVERECCUCIEN S | In case of any difficulty/inordinate dela v EET

My Applications Common Forms » ‘Ra diation Survey Report

+
My Casefiles Incident Reporting »  Application For Decommissioning/Disposal

+
My Institute Details Nuclear Medicine »  Application for Decommissioning Intimation
+

*
Regulatory Forms » Transport » Amendment in Source Procurement

FAQ - Raise an Issue L

In the application form following tabs are available
Tab 1: Worker Details, Tab 2: Instrument Details &Tab 3: Installation Details for information and
verification only.

Tab 4: General Details

. Licence for: Select whether Licence is for Installation or Check Source

On selection of Installation

. Installation ID: Select from LOV, the installation you want to apply for

. Type of Installation/Make/Model/Serial No./Max kVp/Max mA: Will be auto- populated
based on your selection

. Reference No of QA/QC report: QA/QC report should be selected from LOV. For guidance
to how to upload QA/QC report see the relevant section of this guideline.

. Reference No of Radiation Survey report: Radiation Survey report should be selected from
LOV. For guidance on how to upload Radiation Survey report see the relevant section of this
guideline.

. Upload Commissioning Checklist (for first time licence) along with photographs of all the

active areas and delay tank (in case of HDT) as the attachment.

On selection of Check Source,

. Source ID: Select from LOV the source you want to apply for

. Specification/Make/Model/Radioisotope/Supplier/Maximum Activity: Will be
auto-populated based on your selection



Step 12: Procurement of Clinical Source

Follow the guidelines as per Step 8

Step 13: Intimation of source procurement

Follow the guidelines as per Step 9

Step 14: Application for Decommissioning /Disposal

In case you wish to decommission an installation or dispose of a sealed source, follow the path

Menu >Regulatory Forms> Nuclear Medicine >Application for Decommissioning / Disposal

@ Home X (D) AERB-My Inbox X (2 Application for License x| +

< C A Notsecure | https;//10.55.55.13/ELORA/LoginAction.htm

(@ AERB - BackOffice.. (&) eLORA Login Page @) Shielding Requirem...

Adhoc Application
Site & Layout Plan Approval

Intimation of Available Equipments/Installations

electronic Safety Perfor Application for Source Procurement
M

Source Procurement Intimation

Application for Licence

Change Password _ ~
Application for Renewal Of License

Change User ID _ _ _
QA/QC Report ( Equip. up-gradation, Restarting of

Instrument Management ity b@aerb.gov.in ; 022-25990675).

My Applications Common Forms » | Radiation Survey Report s (mas.rsd@aerb.gov.in ; 022-

+
My Casefiles Incident Reporting » | Application For Decommissioning/Disposal ns. If need to escalate further,
+ &
My Institute Details Nuclear Medicine »  Application for Decommissioning Intimation
+ +
Regulatory Forms » Transport » Amendment in Source Procurement

FAQ - Raise an Issue

User management
View Inspection Documents
Message to User

pleaty Mr_'b"e dlEma 24 Your application for Update Operational Status with application no. 21-719436 has been recorded and
Transaction Key document no. is 21-UOPS-604587. If unsed/disused source(s)/equipment(s) is/ are lying in your institute,

immediate action need to be initiated for disposal/decommissioning of the source(s)/equipment(s).
AERB Circulars 04/10/2019 10:14 AM | You have successfully Changed Your User ID to :DRCELL The previous username was DR80955
Travel card to patients

aftar NTAT tharant: and
https//10.55.55.13/ELORA/nmDecom.htm

~r
£ Type here to search @

11/07/2019 11:55 AM | DNTO00!:Your application for New Indeginous Dental Xray Registration [Reference No.:19-
492106.Date:11/07/2019] has been submitted and approved successfully. -

The following screen will appear

@ Home X \ @ AERB-My Inbox X (@ Application For Decommissionin. X +

C A Notsecure | https//10.55.55.13/ELORA/nmDecom.htm

@ AERB - BackOffice.. () elORA Login Page @ Shielding Requirem...

INUCLEAR MEDICINE FACILITY » APPLICATION FOR DECOMMISSIONING/DISPOSAL

lIn case of decommisssioning of PET,PET-CT or PET-MR of an existing SLA approval which is having more than one PET,PET-CT or PET-MR
lyou required to apply for SLA modification mandatorily.|

All fields marked by ™ are mandatory
Decommissioning/Disposal of - [--Please Select—-
Equipment ID/Source ID(for sealed source) | |E

et
/

Concurrence obtained from the disposal --Please Select-- v

agency/supplier for accepting the residual radiation
source 7

Additional information™ Choose File | No file chosen

v

b =
P Type here to search @ i [ - p = Momingnews A O T ) ENG




Please fill up the form as per the directions as follows and submit.

Tab: Decommissioning Details:

o Decommissioning Disposal of: Select the Installation ID

o Equipment ID: Select the one you want to decommission

o Purpose of Decommissioning: Briefly give the reason for decommissioning

o Concurrence obtained from the local disposal agency/supplier for accepting the residual

radiation source: Select Yes or No
o Additional Information: Attach reports or anything you want to share with AERB. If the
above selection is Yes, proof may be attached.

Step 15: Application for Decommissioning Intimation

On actual decommission /disposal of an installation or source AERB should be intimated about the

same by this application. Follow the path;
Menu> Regulatory Forms> Nuclear Medicine >Application for Decommissioning Intimation

as shown below;
@ Home X (@ AERB-My Inbox x  +
&« A Notsecure | hitps//10.55.55.13/ELORA/LoginAction.htm

(@ AERB - BackOffice.. (%) elORA LoginPage @ Shielding Requirem.

Adhoc Application
Site & Layout Plan Approval

Intimation of Available Equipments/Installations
electronic Safe ty Perfor Application for Source Procurement

M

Source Procurement Intimation

Application for Licence

Change Password e ~
Application for Renewal Of License

Change User ID

T T R i i ) b@aerb.gov.in ; 022-25990675).

My Applications Common Forms » Radiation Survey Report s (mas.rsd@aerb.gov.in ; 022-
- v - Rk

My Casefiles Incident Reporting »  Application For Decommissioning/Disposal ns. If need to escalate further,
- =
My Institute Details Nudlear Medidine » | Application for Decommissioning Intimation
+

Regulatory Forms » Transport » Amendment in Source Procurement

FAQ - Raise an Issue

User management Search:

View Inspection Documents Message fo User ’
Venfy Mobile and Email 24/03/2021 03:28 PM | Your application for Update Operational Status with application no. 21-719436 has been recorded and
Transaction Key document no. is 21-UOPS-604587. If unsed/disused source(s)/equipment(s) is/ are lying in your institute,
immediate action need to be initiated for disposal/decommissioning of the source(s)/equipment(s).
04/10/2019 10:14 AM | You have successfully Changed Your User ID to :DRCELL The previous username was DR80955
Travel card to patients 11/07/2019 11:55 AM | DNTOO0!:Your application for New Indeginous Dental Xray Registration [Reference No.:19-
o ftar NTM tharane and 492106.Date:11/07/2019] has been submitted and approved successfully. o

https://10.55.55.13/ELORA/amDecomint htm
£ Type here to search =i} 4 & Moming news

Fill up the following data available in the screen

NUCLEAR MEDICINE FACILITY » APPLICATION FOR INTIMATION OF DECOMMISSIONING/DISPOSAL

Decommissioning Intimation Details

Al field

Decommissioning Approval No ©

|
Make |
Model |

-
Concurrence letter Browse_ | Mo file selected. Clear




Tab: Decommissioning Intimation Details

o Decommissioning Approval No: Select from LOV
o Make / Model: Will be auto-populated based on your selection
o Concurrence Letter: For Source, give concurrence letter for disposal; for installation,

attach report of decommissioning.

Other regulatory applications/processes

Non-compliance Response

o To check active Non-compliances details in your institute follow the path:
Menu > My Institute details > Non-Compliance Details
o Non compliances are raised against the institute based on inspection finding and institute

data available in the e-LORA (eg. Calibration expiry of instruments, non-submission of
periodic SSR, expiry of validity of Licence/ RSO approval )

o Most of the system generated Non compliances will be closed once the requirement is
compiled by the institution.

o For submission of response to the non-compliances raised through regulatory inspection,
follow the path: Regulatory Forms > Common Forms > Non-Compliance Response

o You are required to attach the documentary evidences against the compliance status.

Government of India
Atomic Energy Re =1 ~+awwr Baa-d

Mominate RSO
E‘."-LI'C'E:'}TS}"}TQ ofq Raf__ff'f__f tio, Mon-utilization of Approwal
Employer Change Initiation
Mon-Compliance Response
Procurement-supply status
Safety Status Report

Feedback on Grant of Consent

Change Password Feedback on Regulatory Inspection
Change User I Enforcement Response Screen

Instrument Management » : 35 1 ifficulty Exposure Investigation Report

IMy—_.ﬂ._ppli.:ati.:nE Common Forms Update Operational Status

My Casefiles Incident Reporting Security Plan
My Institute Details Medical Diagnostic Radiology
Regulatory Forms » Transport

Type Approved

e In case, Non-compliance (NC) is raised against the institute, Employer needs to take
immediate action to resolve it.

e If more time is required for resolution of NC, same may be intimated to AERB with
necessary justification in NC extension form, which can be downloaded from “Help”
menu of e-LORA system.

e For closing NCs related to Renewal of Licence and Renewal of RSO Approval, kindly
apply Renewal of Licence and Renew RSO Approval for their closure.



Submission of Safety Status Report

It is mandatory for all Radiation Facilities to submit Safety Status Report (SSR) to AERB
periodically. For the user’s convenience SSR can be submitted anytime during the year in e-LORA.
It is advisable to submit the Safety Status Report at a frequency of once in a year by the Nuclear
Medicine facility.

The steps to be followed for Safety Status Report Submission through e-LORA are given below:

Step 1.Update Operational Status of sources and equipment (Menu: Regulatory Form > Common
Forms > Update Operational Status)

Step 2.Verify and update (if required) Staff Details, Measuring and Monitoring Equipment etc.

Step 3.If any additional information need to be provided please prepare make ready the file for
additional attachment

Step 4.Access Safety Status Report form (Menu: Regulatory Form > Common Forms > Safety
Status Report) and submit.

Update Operational Status of Sources and Equipment
Follow below path to access form to update operational status of each radioactive sources and
equipment:

Menu > Regulatory Form> Common Forms > Update Operational Status

Change Password

Instrument Management P Date and Time

ions a 2
Common Forms
+
Incident Reporting
*
e Details Radio Therapy Practice s taken to avoid regulaton’ actions.
+ ),
ulatery Forms » Transport ) > with reference no [MH-21818-NC-3917] raised agiq
nanagement action need to be taken to avoid regulatory actions.

fiew Inspection Documents 18/11/2015 02:45 AM | Non Compliance with reference no [MH-21818-NC-3921] raised agid

All fielg

I Declare Operational Status of * I --Please Select-- H

Identification No.* --Please Select-- E

- Radiation Generating Equipment
Serial No. Equipment Housing Source
Make Source
Nuclear Medicine Installation
Model |
Onnratineal CHotiie of Dongimmment ICairen o bl o PR [ |

Select operational status as of Equipment or Source.



Model

Operational Status of Equipment/Source to be|__please Select-- B
changed to” --Please Select--
Working
Not Working
Disused
O I/We hereby certify that the particulaj Unused e 3
knowledge and belief. I understand that if at § Temporarily Not in Use atiol
or not authentic, appropriate regulatof [ost 2/ ud
Sent for Repair
The description to use for operational status is given below:
Operational Status Applicable to Description
Working Equipment and Radioactive If equipment/radioactive source is
Sources being used
Not Working Equipment If equipment is not working/not
being used
Disused Radioactive Sources If radioactive source is not being
used
Unused Radioactive Sources If radioactive source has never
been used
Temporarily Not in Equipment and Radioactive If equipment/source is not being
Use Sources used but intended to be used in
near future
Lost Equipment and Radioactive If equipment/radioactive source is
Sources lost

Follow the above procedure to update operational status of each radioactive source, equipment (i.e.
radiation generating equipment or equipment housing radioactive source(s)) one-by-one.

Safety Status Report Form
Before submission of safety status report, verify and update (if required) Staff details and
Measuring and Monitoring Equipment details. Please refer General Guidelines to use e-LORA
System (available in e-LORA Help menu) to update these details.

Follow the below path to access form for Safety Status Report:

Menu: Regulatory Form > Common Forms > Safety Status Report

My Casefiles
My Drafts

Instrument Management | 3

My Applications

My Institute Details
Regulatory Forms

User management

View Inspection Documents

Change Password

Date and Time

0 R
Common Forms
+

Incident Reporting
+
Radio Therapy Practice
+
» Transport

action need to be taken to avoid regulatory actions.

Nominate RSO

Non-utilization of Approval
Employer Change Initiation
Enforcement Response Screen

> taken to avoid regulatory actions.
2 with reference no [MH-21818-NC-3917] raised agiay

18/11/2015 02:45 AM

Non Compliance with reference no [MH-21818-NC-3921] raised agiarg

RN R | "

The details of equipment, source, worker, measuring & monitoring instruments are displayed in first
few tabs. Fill the information as asked in tab: ‘safety status questions’.




Ad-hoc Application:

This application is provided for all those applications which are not yet available in e-LORA
exclusively such as:

e For procurement of PET-CT/SPECT-CT/PET/SPECT equipment

e Procurement permission for sources which are not listed in eLORA (eg: Ac-225)

e Extension of transport/export permission

Follow the path:

Menu > Regulatory Forms > Nuclear Medicine > Adhoc application

T ALLIAIUEIA L) A MAMIILI LI & AR (SR ALLA LI I | A AR AL

TS
C‘?@y REGULP‘

Site & Layout Plan Approval

i) Llg =114 Intimation of Available Equipments/Installations

Application for Source Procurement

My In}

Source Procurement Intimation

Application for Licence

Change Password Application for Renewal Of License

Change User ID QA/QC Report ( Equip. up-gradation, Restarting of
UESRCEREREUCIENY | In case of any difficulty/inordinate dela fdity)

My Applications *Common Forms » “Radiation Survey Report

My Casefiles Incident Reporting } | Application For Decommissioning/Disposal

+ ¥

My Institute Details Nuclear Medicine » | Application for Decommissioning Intimation
+ *

Regulatory Forms » Transport P  Amendment in Source Procurement

FAQ - Raise an Issue L

User management

You are required to upload an application form/Request letter as applicable to obtain requisite
permission/approval. Application form can be downloaded from “Help” Menu of e-LORA system.

Incident Reporting

The “Incident Reporting” functionality in eLORA system has 3 forms:
1. Incident Intimation Report: Use this form to intimate occurrence of incident.
2. Incident Update Report: Use this form to update on the current status of incident.

3. Incident Investigation Report: Use this form, to submit final investigation report of incident.
Please note, till Incident Investigation Report is submitted and approved by AERB, the incident
investigation remains open.

It is mandatory to submit “Incident Investigation Report” once the form “Incident Intimation
Report” is submitted by your institute

Flow Chart




Important Note:

Please note that incidents such as theft of sources, spillage, misadministration, death of patient with
radioactivity etc. can be intimated to AERB through the incident reporting module available in e-
LORA.

These Forms Should not be used for intimating any Overexposure (excessive exposure) Cases
Reported By TLD Labs. For submission of exposure case investigation report, you can use the
“Exposure Investigation Report” available in Common Forms (Path: Menu >Regulatory forms
Common Forms> Exposure Investigation Report)

a. Incident Intimation Report

This form can be accessed through the following path after logged in to your eLORA profile

Regulatory Form— Incident Reporting— Incident Intimation Report

My Inbox

Change Password

Change User ID

Instrument Management A

My Applications Common Forms

My Casefiles 'In:il:le.nt Reporting

My Institute Details 'Inn:lu:-trial Radiography
IReguIatDw Forms 3 'Trans-p-:lrt

Raise an Issue 06/06/2019 01:15 AM

User management »

Non Compliance with reference no [HR-26204-NC-41931] raised agian
2019-08-21 Immediate action need to be taken to avoid regulatory actio)
28/05/2019 01:15 AM | Non Compliance with reference no [HR-26204-NC-37621] raised agian
2019-03-30 Immediate action need to be taken to avoid regulatory actio)
28/05/2019 01:15 AM | Non Compliance with reference no [HR-26204-NC-37622] raised agiar
2019-03-30 Immediate action need to be taken to avoid regulatory actig
28/05/2019 01:15 AM | Non Compliance with reference no [HR-26204-NC- 3?623] raised ag1aﬂ

2010 032 20 T lict ata Ao Lo ol i 1o

Wiew Inspection Documents

Verify Mobile and Email

AERB Circulars =

—_— 1

Fill the form, provide attachments and submit
Status of application can be viewed through the “My Application” tab
b. Incident Update Report
This form may be used only if any update is required in the submitted incident information.
This form can be accessed through the following path

Regulatory Form— Incident Reporting— Incident Update Report



TGy REGUM”

My Inbox

Change Fassword

Change User ID

Instrument Management

My Applications Commaon Forms Ir|r'| dent Intlmatl on Report
*

I files Incident Reporting 4 Ir||::| dent Upda port

My Institute Details Industrial Radiography » Ir'l_l:ler'lt Inve ion Report

Regulatory Forms 3 *Transrmrt I8l iate action need to be taken to avoid regulatory actions.
Raise an Issue 06/06/2019 01:15 AM | Non Compliance with reference no [HR-26204-NC-41931] raised agianst ¥
e > 2019-08-21 Immediate action need to be taken to avoid regulatory actions.
: 28/05/2019 01:15 AM | Non Compliance with reference no [HR-26204-NC-37621] raised agianst y]
2019-03-30 Immediate action need to be taken to avoid regulatory actions.

28/05/2019 01:15 AM | Non Compliance with reference no [HR-26204-NC-37622] raised agianst ]

20100330 T diate actinn nead to he talcan tn avosd sagnlatnr: actione

View Inspection Documents

Verify Mobile and Email

Fill the details, provide attachments(if any) and submit the application
Status of application can be viewed through the “My Application” tab
c. Incident Investigation Report

It is mandatory to submit “Incident Investigation Report” once the form “Incident Intimation
Report” is submitted by your institute

This form can be accessed through the following path
Regulatory Form— Incident Reporting— Incident Investigation Report
[ OO0 @ @~

Change Fassword

Change User ID

Instrument Management ] i} .

My Applications Common Forms Irln_ln:lent Intlmatan Report .
My Casefiles ‘Im:in:lant Reporting » r||:||:ler1t Update Report

My Institute Details Industrial Radiography 4 Iru ident Investigation Report
+

Regulatory Forms » Transport i iate action need to be taken to avoid regulatory actions.
Raise an Issue 06/06/2019 01:15 AM | Non Compliance with reference no [HR-26204-NC-41931] raised agianst 3
sz remETaTET » 2019-08-21 Immediate action need to be taken to avoid regulatory actions.
28/05/2019 01:15 AM | Non Compliance with reference no [HR-26204-NC-37621] raised agianst 3
2019-03-30.Immediate action need to be taken to avoid regulatory actions.
28/05/2019 01:15 AM | Non Compliance with reference no [HR-26204-NC-37622] raised agianst 3

View Inspection Documents

Verify Mobile and Email

Fill the detail, provide attachment and submit the application.

Status of application can be viewed through the “My Application” tab

Exposure Investigation Report

In case of any employee receives exposure more than 10 mSv in any monitoring period, a
notification will be sent through e-LORA to your institution. Employer is required to submit the
details of exposure and its investigation by submitting Exposure Investigation Report within 15
days of notification. To submit the response follow the path

Menu > Common form > Exposure Investigation Report
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e-Licensing of Radiation Applications [, .20 20

Non-utilization of Approval

Employer Change Initiation
Important Announcement : :
Non-Compliance Response

Safety Status Report

Feedback on Grant of Consent

Feedback on Regulatory Inspection

Instrument Management i i i T Exposure Investigation Report

My Applications Common Forms Update Operational Status
.Incident Reporting ‘Securitﬁ\r Plan

My Institute Detai ‘Nucl-:-:ﬂar Medicine

Regulatory Forms 2 ’Trarlsport

FAQ - Raise

User management

View Inspection Documents Tiate and Time

Raise an Issue

For any persistent system related issue problem, you may write to AERB through this application along with
relevant screen shot of the problem.

Menu > Raise an issue

IC:hange Password ‘
Change User ID
| L s f (e g EnEn s In case of any difficulty/inordinate delay kindly contact
My Applications 022-25990675). If unresolved matter may be escalated to
My Casefiles (rksingh@aerb.gov.in ; 022-25990417) amnd for Medical
My Institute Details (gsahani@aerb.go.in ; 022-25990663). If need to escalate furth
Regulatory Forms (head.rsd@aerb.gov.in ; 022-25990656)

FAQ - Rai an Issue

User management

View Inspection Documents

Verify Mobile and Email

- L4 Date and Time —

Transaction Key " "
No data available i

After clicking on the Raise an Issue following screen will appear, provide required details to understand the
issue.




Frequently Asked Questions

1. You are requested to go through the FAQs which may help you to obtain the solutions for the issue/query quickly.

. You need to select the applicable practice for which the Issue/query artses. Please use search option with key word

. Under the category 'Common’ , the FAQs pertaining to common forms such as Nominate RSO, Employer Change, NC response, etc and FAQs pertaining t
Management, Instrument Management, etc. are available,

e Rln]
TE— r.-'

wN

Please Select
Common
Diagnostic Radiology
Nuclear Modicine
Radiotherapy

Category Question Answer

No data avallable in table
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More Information:

I. Pl refer Frequently asked Questions of Nuclear Medicine Practice available in
‘Help’ menu of e-LORA system

Il. In case, issue persist, pl. submit the problem through ‘Raise an issue’ option of e-
LORA system

Ill. Please click quick help on e-LORA:
https://aerb.gov.in/index.php/english/quick-help-on-e-lora

IV. You may contact us at following Help Desk Number

Help Desk No. and Email id for radiation facilities

022-25990675 & elora.info@aerb.gov.in
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