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Overview of Programme and Structure
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The Revised National TB Control Programme (RNTCP) was launched

in 1997 and expanded across the country in a phased manner with full nation-wide coverage
achieved in March 2006. In terms of treatment of patients, RNTCP has been recognized as the
largest and the fastest expanding TB control programme in the world. RNTCP is presently being
implemented throughout the country.

The programme, since then, has achieved various global benchmarks like successful
implementation of Daily Regimen Therapy across the country for drug sensitive patients in the
Year 2017 and adoption of WHO recommended guidelines for treatment of drug resistance
patients.

SUPPLY CHAIN MANAGEMENT

This section of the manual suggests procedures for on-going tracking, replenishment and flow of
the inventory of 1% and 2™ line anti-TB drugs including pediatric drug at the State Drug Store
(SDS) and all subordinate stocking points, ensuring that these are maintained at or close to the
stocking norms suggested by Central TB Division (CTD).

To improve the supply chain management of TB drugs in all the healthcare facilities across the
country through an interactive software system that enables real time status of drug inventory,
programme division in support with C-DAC has customized and developed a Web Based
Application for the supply chain management of Anti TB Drugs and other commaodities under
RNTCP. The software has been formally named as “Nikshay Aushadhi.

Supply Chain Management under RNTCP is described in the below given chart:
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An efficient drug supply chain system should ensure:

e Continuous availability of quality anti-TB drugs
e Maintenance of adequate drug stocks at all levels
e Prevention of expiry of drugs at all levels

e Effective timely transportation of drugs

e Proper maintenance of drug record

e Quality of drugs throughout its shelf life




Overview (Treatment Regimen)

Drugs for TB treatment

In India RNTCP provides quality drugs to all the diagnosed TB patients through DOTS without
any interruption. Under RNTCP, 1% line drugs are being provided in monthly blister strips of
Fixed Dosage Combination (FDC) for Drug Sensitive TB patients according to their weight-
bands. For drug resistant TB patients, drugs are provided in monthly boxes depending upon their
weight-band and resistant pattern (Mono-resistant, poly-drug resistant, Multi Drug Resistant,
Extensive Drug Resistant).

Further, Cap Rifabutin-150mg also procured centrally for co-infected TB HIV patients on 2™
line ART regimen. Tab Isoniazid/Rifampicin and Tab Pyridoxine procured by the program for
Isoniazid Preventive Therapy (IPT) and for the treatment of latent TB infection.

First line Anti TB drugs

The essential first line drugs used in the Revised National TB Control Programme are:
Rifampicin, Isoniazid, Ethambutol and Pyrazinamide.

Medicines for Daily Regimen are being supplied in Monthly strips of 28 Tabs, each tablet
consisting of Isoniazid, Rifampicin, Pyrazinamide and Ethambutol in fixed dose combination
(HRZE-Fixed Dose Combination). The treatment in Intensive Phase (IP) will consist of 2
months of Isoniazid, Rifampicin, Pyrazinamide and Ethambutol in daily dosage as per five
weight bands and categories. There will be no extension of IP. Only pyrazinamide will be
stopped in the continuation phase (CP) while the other three dugs will be continued for another 4
months as daily dosage. The CP may be extended based on clinical decision of the treating
physician. Loose drugs would be added as substitutions in case of adverse drug reaction or with
co-morbid conditions.

Drugs for Adult Patients —

DSTB -IP (Adult) — 4 FDC (2 Months) DSTB —CP (Adult) — 3 FDC (4 Months)
Isoniazid IP 75mg Isoniazid IP 75 mg

Rifampicin IP 150 mg Rifampicin IP 150 mg

Pyrazinamide IP 400 mg Ethambutol Hydrochloride IP 275 mg

Ethambutol Hydrochloride IP 275 mg

Drug Dosage for Adult Patients—

Weight Category Number of Strips (FDCs)
Intensive Phase (4 FDC) Continuation Phase (3 FDC)
Strip of 28 Tabs Strip of 28 Tabs
25-34 Kg 4 8
35-49 Kg 6 12
50-64 Kg 8 16
65-75 Kg 10 20




More than 75 Kg 12 24

Drugs for Pediatric Patients —

DSTB -IP (Pediatric) — 3 FDC (2 months)  DSTB —CP(Pediatric) — 2 FDC (4months)

Isoniazid IP 50mg Isoniazid IP 50 mg
Rifampicin IP 75 mg Rifampicin IP 75 mg
Pyrazinamide IP 150 mg Ethambutol Hydrochloride IP 100 mg

Ethambutol Hydrochloride IP 100 mg

Drug Dosage for Pediatric Patients—

Weight Category Number of Strips (Dispersible FDCs)
Intensive Phase Continuation Phase
3FDC (HRZ) + E 2FDC (HR) +E
Strip of 28 Tabs Strip of 28 Tabs
4-7 Kg 2 4
8-11 Kg 4 8
12-15 Kg 6 12
16-24 Kg 8 16
25-29 Kg 6 +2A 12 + 4A
30-39 Kg 4+ 4AA 8 + 82A

A= Adult FDC (HRZE = 75/150/400/275; HRE = 75/150/275)

2" Line Anti TB Drugs

In RNTCP, 2nd line drugs are issued in monthly patient wise boxes (Type-A , Type-B & Type
C) for different weight bands. Loose anti TB drugs are also used in the programme for adverse

reaction, modification of boxes etc.

The composition of Shorter Regimen, all oral longer MDR TB regimen and all oral H mono/poly
DR TB regimen is given below —

Intensive/First phase Continuation/Second
phase

H mono/poly DR TB (R resistance not detected and H resistance)

All oral H mono-poly DR (6) LFXRE Z
TB regimen




MDR/RR TB

Shorter MDR TB regimen  (4-6) Mfxh Km* Eto Cfz Z Hh E (5) Mfxh CfzZE
X

All oral longer MDR TB (18-20) Bdq(6) Lfx Lzd# Cfz Cs X
regimen containing BDQ

All oral longer MDR TB (18-20) DLM(6) Lfx Lzd# Cfz Cs X
regimen containing DLM

*1f the intensive phase is prolonged, the injectable agent is only given three times a week in the
extended intensive phase.

# Reduce Lzd to 300 mg/day after 6 to 8 months.

In addition to the above, the conventional MDR/XDR-TB regimen already initiated, would
continue to be supplied, till the State/ District fully transitions to the above regimen. All New
cases after implementation of 2019 guidelines would only be placed on the regimen given in the
above table.




Procurement

Procurement of Drugs and Commodities: -

A Procurement and Supply Chain Management (PSM) Unit has been established at Central TB
Division (CTD) of the Revised National Tuberculosis Control Programme (RNTCP) for the
Government of India for coordinating the Procurement and management of Supply Chain of all
types of anti TB drugs, diagnostics and consumables. This unit is headed and supervised by
Addl. Deputy Director General (TB). The procurement is done centrally depending on the
policies and funding mechanism either through the Procurement Agency of Government of India
which is Central Medical Services Society (CMSS) or through the Global Drug Facility (GDF)
of the Stop TB Partnership. The procurement is done based on Technical Specifications
formulated by CTD and approved by a Technical committee of MoHFW. The annual/periodic
requirements of the drugs and diagnostics are finalized at Central Level based on the inputs on
the stock levels and consumption pattern of the States/UTs.

Currently all procurement of First line drugs under the domestic budget (DBS), the World Bank
and funded by TGF (The Global Fund) are made through CMSS. However, the Second Line
Drugs which are funded by The Global Fund are procured through the Global Drug Facility
(GDF). Provision of emergency procurement of drugs is available under the programme in order
to handle critical situation. These drugs and diagnostics are occasionally procured through GDF.

The First Line Drugs should be Pre-Qualified for the eligibility of procurement for any funding
sources under any Procurement Agencies. However, the Second Line Drugs should be
manufactured from a site which is WHO - GMP compliant when the Domestic/ World Bank
funding is used. However, when the fund from The Global Fund is used, the Procurement of the
Second Line Drugs are made only through GDF and the products are WHO Pre-Qualified or
from any countries under the Stringent Regulatory Authorities (SRA).

The No Objection Certificate needs to be obtained by the Programme from the TGF when a
product recommended by the Expert Review Panel (ERP) which may not fall under any one of
the above categories.

In addition to Anti TB drugs, Binocular Microscopes, LED-Florescence Microscope,
CBNAAT/TruNAT Machines, Cartridges, LPA, Solid and Liquid Culture laboratory
equipment’s & consumables, PDA/Tablet Computers and services are also procured at Central
level. In case of emergency only, few Anti TB drugs are procured locally at State / district level
after approval from Central TB Division following RNTCP guidelines. In addition to drugs,
Laboratory consumables and equipment’s, computers, vehicles, printing material, IEC material
in different language, PPD vials, refrigerator, Air conditioner, services etc. procured at
state/district level following RNTCP guidelines / General Financial Rules (GFR).

Further, in case of any procurement delays or failures at Central level, MOHFW has advised
states vide D.O. no. T-18018/04/2018-Part(2) dated 23" May 2019 to establish rate contracts of
all drugs and diagnostics items under RNTCP, except for the CBNAAT / TruNAT machines and
cartridges \ chips to the extent of 25% of the annual requirements at the start of each financial
year. States are also advised to monitor and regularly review stock position to avoid any
shortages and hampering of patient care.




Quantification and Bidding Procedures:-

Procurement of Drugs and commodities for pan India based on their requirement, available
resources is a challenging task. Quantification process is undertaken on an annual basis at central
level, with consideration to numerous parameters (drug availability, requirement, patient
enrolment plan, regimen & its implementation, lab scale up plans and their socio-economic
factors). The estimation is further analyzed to arrive at final outcome i.e. requirement of drugs,
considering stock availability at CMSS/GMSD /State level and also cater the stocks which are in
pipeline or under procurement process

The quantification tool is available on Nikshay Aushadhi portal, which can only be accessed by
Central TB Division. An example of the quantification tool on Nikshay Aushadhi is illustrated
below:-

= & Government of India | Central Tuberculosis Divison Welcome, Adminctd © X0 S qgen
‘. Directorate General of Health Services
Task List Home Meau Quantification :
=
“Demand Period: | 2017 - 2018 Req. Date: 10-May-2017
*Store Name: [ CTD B o “T8 Category | First Line Drua =
Finahzed
Request 10654 17050009,1084 17050001, 1084 17050003, 10684 17050002, 106417050004, 1084 1 7050006, 1064 17050008, 1084 17050017, 1054 17050016,1084 17050019, 1054 17050018, 10684 1 7050020, 1084 1 7050+
No.

— O New ltem Detall(s)

*Drug Name | New Treatment Sox-Dady {25-29ka) [PC1DI1 = I

State Viarehouse lame lnpn-a—.l Recerved Iszued oo-nm]c.:msl lm-m os ] Giobal Fund I V¥orsd Sank ]

- - - [ [

- - E - - [ [

= - = = - = | |

- - - - - [ [

- - - 100 {100 {100

- - - - [ [

- = - [ [

s = = = = = = [ [
== Reviewod By Reviewed Date
Approved By Approved Date

oK

Remarks

*Mandatory Field(s)

= Draft Save

= Final Save

On the receipt of approval from competent Authority, Programme raises indent for the
procurement of computed quantity of drugs to CMSS/GDF as the case may be. Indent
Submission through Nikshay Aushadhi.
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Thereafter, CMSS/GDF commences the bidding process either through National Competitive
Bidding or International Competitive Bidding (ICB). CMSS undertakes procurement following
General Financial Rules issued by Government of India, Ministry of Finance. GDF undertakes
the procurement as per international procurement protocols

Steps to be undertaken by Procurement Agency selected by MoHFW

Technical Financial
Tender » Pre-Bid oid Ev;lgjgl_on EVZ:;JSEI-OH Gol\alzlt;nlng Award of
Published Meeting v Contract

Opening Committe Committe Meeting
Meeting Meeting

After the final approval from the competent authority, Procurement Agency issue Purchase Order to the qualified
supplier and uploads the copy on Nikshay Aushadhi Portal.-
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Supplier’s Interface on Nikshay Aushadhi:-

Procurement Agency will issue Purchase Order to the qualified bidder for the supply of Anti TB
drugs and commodities as per the schedule of requirement provided by the Central TB Division.
Afterwards, bidder acknowledges the Purchase order and subsequently starts production of

quoted product to meet the requirement. Supplier will upload batch wise details for drugs and
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commodities in Nikshay Aushadhi as they start dispatching the consignments to designated
CMSS Warehouses/GMSDs. The process is illustrated below:-

Tasklist | Home Mgrw  ~ Advance Shipment Details «

~
L
[Bastch Details
Suppher Name: 33 A53003125
Ttem Name: | Ocfezimne 103mg [PCA0] v
jons Bastch Details
[ s Rach bo. | wy Sae Rezen ]
2 neant 054PR2017 n
newTesBakch HWR-2017 n
4 stz V5N n
lastizita 0472019 21T fi
—tigw Blarch Details
“Batch No:
“Mig Date K *Expiry Date

*Mandatory Freld(s)

= = Government of India | Central Tuberculosis Divison D% O LPaden
.t Directorate General of Health Services
Task List || Mome Merw || Oieakagetust detail Advance Shipmest Detalls < [~ ]
G2 T L e i L e L SUs e T mupipeirer Baten Lsasiess
1 808 DELH) Hho - 1 123908 23.Ma-2077 cosc 9087 Racows Pending m

——Supplior Dulivery Detalls

Consignes Warehaise: [ Cw CHENNAT Schesute no. |1
“Expuctnd Dolivery Days: [34 Expacted Dalivery Date; D5-10-2017
“Chalian/ Tnvolce No: [3324 “Challun/ Invelce Dute: 25-May-2017 %

“Debivery Hode: | air Mode - “Laery Number: [12424

“Transportar Neme: |34 Transporter Mobile Numbar: |

e Do bviry Drtagy Dotails

*Drug Name: | Saluct valise - Manutacturer Name:
—Added Druy Detaits
no. | Dreg Mame | Hatoh Mo, i Expury Date | sy Date | Baseece Oty.o) | Ouiwvered Gty iNo) | Acvon
1 CF-20 Tass of HFS M50 & E275] [HNE) Halenas 28-Sep-2017 orMay-2017 JOCO o

* Mandatory Fieldiz)

Once the consignment received with requisite documents (Invoice, Quality Reports, Packaging

List, Challan etc.), the consignee will acknowledge the drugs in Nikshay Aushadhi and will be
ready with to release these drugs to states.
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Directornte General of Health Services

" Government of India | Central Tuberculosis: Divison
|

Task Lat | Mome Mone | Quantrfcation Purchase Request Caneron Adance Shipmam Detads Suppbier Delivery Docalls

PO Type:
0oL PO Dater 22-May-2017
“Necmived Dates 25-May-2017 W [da-Mon-yyyy]

0

- Schedule No.: 1
w—Receive D L

Challan/ Invoscn Dat:
Dedivery Dotes 01-hm-201 Delivery Mod:
Transporter Name: 3333 Lotry Numbe,
supphier Dispatch date: 72-May-2017 Balance Qty. (1n Na.): &
* Butek o [ ¥ iy, Dute | * Expiry Date | * Uit | supstied Qty. | *accmptod guy.(inrad) | Total Qey. {InTab) | " stock Hegirtar Ho./Poge ne
Pyracinamide 750mg |PC23]
3moked 1 l AN2017 l May/2018 l No. l 600 No = $00 No l lsoe I 500 l 1234 /las

“Recaived By: | -
Challan Copy (ipea.ndl) : | Browss. | o Nl sekacted
oK
Remarks:

* Mondatory Field(s) ¥ Save & Back

Accordingly, after completion of procurement process, consignments are supplied at
procurement agents designated warehouses or government depots.

For the procurement commenced by GDF, Consignments are supplied to GMSD Store
(Government Medical Store Depot) located at 6 states to cater distribution of drugs to nearer
States. Similarly, after completion of procurement process by CMSS, consignments are stored at
their designated CMSS Warehouses located at 20 different states.

Local Procurement

Procurement of Anti TB Drugs is a centralized activity undertaken by the Central TB Division.
Though, sometimes there are circumstances, States permitted to procure drugs locally at their
level.

In such exceptional cases, States are allowed to procure drugs based on their requirement for the
period specified by the programme division following General Financial Rule (GFR) and State
Procurement Guidelines.

Drugs procured through local procurement need to be updated in the Nikshay Aushadhi using
‘Local Procurement Process’. The Steps are appended below: -

PATH
Services = Stock Management = Local Purchase

Window shall be opened and requisite information to be filled; batch no. Quantity,
manufacturing date and expiry date.
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Local procurement order can also be uploaded for future reference

Click on save Button.

Voucher is generated
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Inventory Management

Inventory management (IM) practices described in this section are developed for SDS, DDS and
subordinate stocking points. The options for management of Inventory given in Nikshay-
Aushadhi are also described in this section.

OVERVIEW

IM refers to the activities to be carried out by the officer in-charge of the logistics function at the
all levels including:

1. Determination of drug stock status at the SDS and DTCs/ subordinate stocking points
2. Review of adequacy of drug stocks at the above

3. Correction of imbalances through transfers

4. Replenishment of stock at sub-stores to recommended levels

5. Requisitioning for the replenishment of SDS and DTCs/ subordinate stocks.

The above elements of IM are discussed in the paragraphs that follow.

Fig - Inventory Management

" Inventory
Management

Rovlcw of Requisitioning for
Determination of Correction of Roplonlshment of

DETERMINATION OF DRUG STOCK STATUS

The Quarterly/ Monthly drug stock report/request on is to be submitted by all drug-stocking
points and comprises the most important report for the purposes of Inventory Management.

The request of the stocking units is to be submitted as per the scheduled mentioned below:
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Table No. 1

 Drug Request/Reportof ~ Date for submission of Quarterly/Monthly Drug Request/Report |
Stocking unit
PHI to TU By 07" of the subsequent month
TUto DTC By 10" of the subsequent quarter
DTC to SDS/STO By 12" of the subsequent quarter
STOto CTD By 15" of the subsequent quarter

The challenge shall be to ensure that the report provide correct information on drug stock status,
corresponding with stocks available in the concerned store. This shall require training/re-fresher
trainings of storekeepers/ pharmacists on ‘Nikshay Aushadhi’ across the states.

The report/requisition shall be approved by the designated officer on Nikshay Aushadhi using
his/her own login ID/pwd credentials. The designated officer shall confirm the following:

1. All receipt, issues & all other entries should be entered in Nikshay Aushadhi before
report is submitted.

2. The report/request should be submitted only after performing the Physical Verification
activity by the concerned store keeper/Pharmacist and ensuring the correct stock balances
in the report.

STOCKING NORMS

A key deliverable for RNTCP is to ensure uninterrupted supply of drugs, and to ensure the same
stocking norms have been developed by CTD, with a view to meet this end-objective. It is
currently planned that drug stocks equivalent to 10 months’ utilization, shall be maintained with
implementing states. This will include one quarter utilization for the next three months.

SDS(s) and DTCs, comprising the principal stock points of the state, shall maintain buffer stocks
equivalent to three months’ utilization. These stocks shall be utilized for replenishing supplies
from SDS to DTCs and from DTCs to TUs/ PHIs, after receipt of quarterly/monthly requisition
through Nikshay Aushadhi.

PHIs are consumption points and should maintain adequate quantities of drugs for the ongoing
administration to patients, and also a buffer to cater to fresh patient arrivals. It is planned that
drug stocks equivalent to two months utilization shall be maintained as a buffer with each TU, at
the commencement of the quarter, and one month buffer at each PHI. Stocks at PHIs and TUs
shall be closely monitored, to ensure drug adequacy. Stocking norms may be depicted as follows:

Stock  for Reserve Drug requirements

utilization stock

PHI 1 month 1 month (Monthly consumption x 2) — (existing stock in
PHI at end of the month)

14




TU 0 months 2 months (Quarterly consumption / 3) x 4 — (existing stock

drugstore in TU including PHI drug stores at end of the
quarter)

DTC 0 month 3 month (Quarterly consumption / 3) x 7 — (existing stock

drugstore in DTC drug store including TU & PHI drug
stores at end of the quarter)

SDS 0 months 3 months (Quarterly consumption / 3) x 10 — (existing stock
in SDS including stocks at all districts at end of
the quarter)

The above stocking pattern may be denoted as the 3-3-2-2 (SDS-District-TU-PHI) inventory-
stocking norm, aggregating 10 months inventory at the state level.

ADEQUACY OF DRUG STOCKS

Adequacy of Drug Stocks with DTCs is to be reviewed on a quarterly/monthly basis by the
officer designated for Supply chain management at the STO’s Office.

This shall be done by comparing drug stocks reported in the DTC’s quarterly report/requisition,
with the stocking norm suggested by CTD, for the same.Based on the above, the designated
logistics officer should highlight all DTCs that are significantly under/ over stocked.

DTCs with severe drug shortages, which shall not be able to continue treatment of patients,
without interim replenishment before the end of the quarter, shall obviously need to be attended
to right away. Needs as above are typically addressed through the Additional Drug Request or
Drug Transfer Advice mechanism through Nikshay-Aushadhi. Similarly, Districts and
subordinate stores need to review their stocks on monthly/quarterly basis.

The option of Additional Drug Request in Nikshay Aushadhi is given below:

Home Menu>Services>Drug Request Management>Quarterly/Monthly/ADR Request
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Conversely the Review of Drug Adequacy may also indicate excessive stocks of ‘close to expiry’
drugs, which may not be fully utilizable at their current stocking units and run the risk of expiry.
Such situations shall also be corrected by the use of DTAs.

CORRECTION OF IMBALANCES THROUGH TRANSFERS

Drug stock imbalances (viz. significantly under/ over stocking situations and/or ‘close to expiry
drug stock balances evidently facing the risk of expiry) are usually corrected through the transfer
mechanism.

However, there is a cost for executing transfers and this must be carefully evaluated by the
designated logistics officer, who shall decide whether incurring the expense is justifiable and
preferable to correcting the imbalance in the normal course, by adjusting the next quarterly
replenishment.

It should be noted that transfers shall only be authorized by the STO /DTO. The intention is to
discourage the indiscriminate use of the transfer mechanism and the consequent costs incurred.
Additionally, transfer of drugs needs to be carefully documented by both the transferor and the
transferee DTC, to ensure proper reporting of drug stock balances. This end-objective is best
served by restricting the number of agencies who can authorize the DTA.

REPLENISHMENT OF DTC/TU/PHI STOCKS

Inventories of DTCs are routinely replenished on a quarterly basis, pursuant to the review and
validation of the Quarterly Report/requisition submitted by them to the STO’s Office.

Since replenishment as above addresses the need of the DTC and all its subordinate units for the
quarter, it is important that the Quarterly report/requisition submitted for the purpose is based on
the regular updation of data into Nikshay Aushadhi software.

REPLENISHMENT OF SDS STOCKS

The state shall submit their requisition to CTD for the replenishment of SDS(s) stocks.

This is done on the basis of the consolidated Quarter report prepared by the STO’s office through
Nikshay Aushadhi, providing details of drug stocks and other information relating to the SDS(s)
and DTC:s.

The above requisition is carefully validated and reviewed by CTD, culminating in the
preparation of CTD-RO through Nikshay Aushadhi, for the replenishment of SDS(s) stocks for
the next quarter. The detailed procedure of issue of drugs to the SDSs/DDSs is given in the
‘Receipt/Issue of drugs’ chapter.
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Flow of Drugs

e Quarterly (on basis of Release order from Central TB division
based on the states/districts request)

e Quarterly (Drugs are issued to the DDSs based on districts
requirement. At the same time drugs are received from GMSDSs)

e Quarterly (Drugs are issued to the TU drug store based on TUs
requirement. At the same time DDS receives drugs from SDS)

J

At the same time TU receives drugs from DDS)

o Monthly (Drugs are issued to the PHIs based on their requiremen?

J

» Drugs are received at PHIs from concerned TUs and issued for
the treatment of TB patients.

~

J

The flow of drugs is the direct reverse of the flow of reports. Drug requirements, consumption
and stock positions, both at State and district levels are monitored at Central TB Division
through the quarterly reports submitted by the districts. Regular, accurate monthly PHI Reports
as well as their correct consolidation at the TUs & District levels are hence, essential for correct
monitoring of the stock position at various levels.

Supply of drugs by Central TB Division from the GMSD / CMSS to the SDS is communicated to
the State through a Release Order. Based on the district quarter report, stock is supplied from
SDS to the district drug store to its TUs and then to the PHIs.

Thus, at the beginning, the PHIs are supplied with a stock of two months (ie. stock for utilization
in the first month along with a reserve stock of one month). Thereafter, every month, as per the
monthly PHI report, Drugs are supplied with stock from the TU which helps to maintain the
reserve stock for a month at the PHI. This reserve stock helps the PHI to provide drugs if more
patients are put on treatment in a particular month and to provide cover for delay in supplies
from TU. Thus no patient is sent back due to lack of drugs even on a single occasion.

For the TU level to ensure that the PHIs have a month’s utilization stock plus a reserve stock of

one month, it needs to have a reserve stock of two months at the beginning of the quarter. This
will ensure a continuous supply of drugs.
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To ensure sufficient stock of all drugs, as per stocking norms, at PHI / TU, DTC needs to have a
reserve stock of three months at the beginning of the quarter.

Once the reports/requisitions are received by SDS from DTCs through Nikshay Aushadhi, it
takes around 10 days for SDS to process the requirement (from all districts). The State Drug
Stores should have at least a reserve stock of 3 months of consumption of the state at the
beginning of the quarter.

The regular process of supply of fresh stock of drugs from the GMSD/CMSS warehouses to the
SDSs begins only when the states submit their quarterly reports/requisition to CTD through
Nikshay Aushadhi. The replenishment of drugs from CTD to SDSs through Release Orders takes
around 15-20 days.

5. Reporting and Monitoring
(a) Reporting: -

The regular process of supply of new stock of drugs to the districts / SDS begins only when the
districts submit their requirement. The request of the stocking units is to be submitted as per the
schedule mentioned at Table No. 1 on page 14.

All PHIs submit Monthly Request for drugs and consumables through Nikshay-Aushadhi to the
concerned TUs. All TUs/DTCs/SDSs also submit their quarterly requirement through Nikshay-
Aushadhi as per RNTCP guidelines.

The district requests are validated by the State TB Cell based on which drugs are issued by the
SDS at the earliest possible time. Respective states are also expected to make arrangements for
transportation of drugs from SDS to District Tuberculosis Centers (DTCs) and onwards.

The state requests are analyzed by CTD based on which drugs are issued to SDSs through their
respective GMSDs/ CMSS warehouses.

It is very important to make sure that every health facility in the district gets adequate supply of
anti-tuberculosis drugs. Timely initiation of treatment is not possible if the supply of drugs is
inadequate. The basis for stocking adequate number of drugs at various levels is described in the
stocking norms table.
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Reports from Nikshay-Aushadhi on drug management:

Stock in Hand Report (1% Line Drugs)

Report Date and Time - Government of India | Central Tuberculosis Division

01/02/2019 13:35 ] ]
Username : Dds Shimla Durectorate General of Health Services

Report Name: Stock In Hand Report, As on Date: 01-Feb-2019

S.No. |Drug Name |Item Type Active Stock Qty.
TB Category : First Line Dug
|TB Sub Category : Adult_Pediatric
1 2FDC (P) (H50 & R75) [DSTB-CP(P)] Blister 160)
2 3FDC CP (A) (H75,R150 & E275) [DSTB-CP(A)] Blister 720
3 3FDC(P) (H50, R75, Z150) [DSTB-IP(P)] Blister 171
4 AFDC(A) (H75, R150, Z400 & E275) [DSTB-IPA] Blister 360
TB Sub Category : Loose Drugs
5 Ethambutol 100mg [PC48] Tablet 130900
6 Isoniazid 100 [PC7] Tablet 9000
7 Rifampicin 150 [PCB] Capsule 900
8 Rifampicin(450) [PC12] Capsule 1170

****End of Report™**
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Stock in Hand Report (2" Line Drugs boxes)

Report Date and Time : < e  Central Tu osis Div
01/02/2019 13:40 Government of India | Central Tubercul ision
Usermname - Dds Shimia Duectarate General of Hualth Servioss

Report Name: Stock In Hand Report, As on Date: 01-Feb-2019

S.No. Drug Name item Type Batch No.  Expiry Date| Supplier Name Active Stock
Qty.(in No.)
TB Category - —
ITB Sub Catgeory - --
1 |Conwventional MDR TB Patent Wise 1880013760 Jul2019 - 4
Regimen Type A (3045  |Boxes
Kg) [RRA2]
TB Category : Second Line Drug
ITB Sub Catgeory : Conventional Mdr Tb Regimen
2 |Conwventional MDR TB Patent Wise 1860013761 | Jul2018 - 4
Regimen Type A (46 Boxes
__[TOKg)[CRA3] | | ETON EErre o 1
3 |Conventiona! MDR TB Patent Wise 1860017101 Jul2019 - 14
Regimen Type A (46 Boxss ’
_____[70Kg) [CRA3]
4 [Conventional MDR TB Patent Wise 1860014809 Jul2019 - 6
Regimen Type B (46-7T0Kg) [Boxes
B (1,1 R F— 1
TB Sub Catgeory : Regimen For H Mono/Poly Drtb
5  |INH Mono/Poly Patent Wise 1860013764 | Jun/2019 - 2
Regimen:Type A:(3045  |Boxes ‘
Kg) [2HRAZ]
8  |INH Mono/Poly Patent Wise 18560015039 Jun/2018 - 5
Regimen: Type A:{46-70kg) [Boxss ’
[2HRA3] | |
TB Sub Catgeory : Shorter Mdr Tb Regimen
7  |Shorter MDR TB Patent Wise 1860010831 | Jul2019 - 2
Regimen:Type A(30 45  |Boxss
__[K@)[2SRAZ] SN FUTeTTR L ;
8 |Shorter MDR TB Patent Wise 1860013763 Juli2018 - 7
Regimen:Type A(48 -7T0kg) [Boxes ‘
8  |Shorter MDR TB Patent Wise 1860010287 Sepi2019 - 1
Regimen:Type B{30-45 Kg) |Boxes ’
[2SRB2] |
10 |Shorter MDR TB Patent Wise 1860014805 Jul2019 - 2
Regimen:Type B(30-45 Kg) [Boxes
[2SRB2]

_—_—— )

."'End ofRepoftllul
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Stock in Hand Report (2" Line Loose Drugs)

Report Date and Time : Gov . e Thiwric
ernment of India | Central Tuberculosis Division
01/02/2019 1345 ] | - ]
Username : Dds Shimla Disestorsie Gouseal of Feallh Survioes
Report Name: Stock In Hand Report, As on Date: 01-Feb-2019
S.No. Drug Name ltem Type Batch No. Expiry Date Supplier Name Active Stock
City.(in No.)
TE Category : Second Line Drug
|TB Sub Catgeory : Loose_Drugs I
1 Clofazimine 100mg [PC40] [Tablet CC1726 Now/2019 |Sangrose Laboratories 310
2 |Ethambutol 400 mg [PC45]|Tablet ASBC4311 Apri2021  |Lupin Ltd 1200
3 Ethambutol 800 mg [PC10]{Tablet 17007 Augi2020 |Ms Cadila 300
Phamaceuticals Ltd
4 Ethionamide 250 mg Tablet MEAT42A Sep2021 |Macleods Pharma Lid 80
[PC20]
A Inj Kanamycin 500 [PC17] [Vial or Kit DENT43A Juli201ge |- 206
5] lsoniazid 300mg [PC11] Tablet Wi642 Now/2021 |- 2340
T Linezolid 600 [PC38] Tablet BLNTO2A | Juni2020  |Macleods Pharma Lid 130
a8 Linezolid 600 [PC38] Tablet BLNTO4A Sep2020 |Macleods Pharma Lid 300
9 Maoxifloxacin 400 [PC389]  [Tablet BT1702117A Jan2021 |- 600
10 |Pyrazinamide(500) [FC8] (Tablet PREEBHO023 Juni2021 |- a0
11 |Pyrazinamide 750mg Tablet T180660 Mayw/2021 |Micron 180
[FC23] Phamaceuticals
12 |Pyridoxine 100mg [PC26] [Tablet 2BP2C008 Jul2019 |Madends Pharma Ltd 1800
13 |Pyridoxine 100mg [PC26] (Tablet 2BP2E004 | Apri2020 |Macleods Pharma Ltd 2880
14  |Pyridoxine 100mg [PC26] (Tablet 2BP2E009 | Juni2020  |Macleods Pharma Lid 1620
15 |Pyridoxine 100mg [PC26] (Tablet 2BP2E016 Sep2020 |Macleods Pharma Lid 3300
16 |Pyridoxine 100mg [PC26] (Tablet EPAGT20A Juli2019 |- 600
17 |Pyridoxine 100mg [PC26] (Tablet WEBAIG009 | Octf2018  |Macleods Pharma Ltd 390
****End of Report™**
PREPARATION OF QRDL REPORT -
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5 (B) MONITORING: -

Monitoring supply chain of drugs & other items is important to ensure: -
e Uninterrupted supply of drugs, consumables etc.,

e Prevention of overstocking to avoid wastage of unusual resources leading to expiry of high
value drugs.

e Prevention of stock-outs to avoid delay in treatment initiation.

Monitoring drugs and logistics is done through a two-tier monitoring system:

e Central system- at central level, Central TB Division (CTD) reviews and

Two-tier ensures adequacy of drugs and consumables at State level.
monitoring

SAECUEIGGEE o Decentralized system- by the State TB Officers (STOs) and the District TB
RNTCP Officers (DTOs) whereas they ensure adequacy of drugs and consumables
up to the level of the DOT Centers.

Nikshay-Aushadhi ensure the real-time monitoring of drugs and consumables availability, usage,
requirement along-with expiry management.

CTD ensures drug adequacy at states/districts by reviewing stock availability through Nikshay-
Aushadhi which enables continuous monitoring of drug stock position at all levels.
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RECEIPT AND DISPATCH OF DRUGS

(A) RECEIPT OF DRUGS
This section deals with procedures to be followed for the receipt of drugs at the Drug Stores .

Outline
SDS’ may receive drugs from multiple sources including:

I > GMSDs & CMSS shall be the primary stocking
point for receipt of anti-TB drugs from the
suppliers and distribution to SDSs across the
Country

DRTB

» Transfers from SDSs of another State is based
Centre

on the instructions issued by the CTD to correct
stock imbalances or risk of expiry observed in
the state

» Transfer from DDS/ DRTB / other SDSs (in the
same state) are a direct consequence of
instructions issued by the STO to correct stock
imbalances observed within the state

» Return from DDS / N-DRTB In case of default /
death/ treatment stopped patients

» GMSD- Government Medical Store Depot » CMSS - Central Medical Services Society
> DDS — District Drug Store > DRTB Centre — Drug Resistant Tuberculosis
> SDS — State Drug Stores Centre

Likewise, DDS, TUS & PHI to receive drugs
from parent stores and in under few circumstances, return from sub —stores:-

«State Drug Stores
+Other District
*TU

*DRTB

*District Drug Stores
*PHI
*TU

*TU
«Patient
*ART Centre
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Procedures to be followed by Pharmacist on receipt of drugs from the GMSD(s) /CMSS(s)
/Drug Stores); have been recommended below:-

Availability of Authorisation Document

Ensure copy of Authorised document issued by the Central TB Division, is received before or along with the
consignment. The RO serves as an authorization document, enabling the SDS to receive the consignment of
drugs from GMSDs and CMSSs. and Drug Transfer Advice (DTA) in case of SDS of other State, enabling the SDS
to receive the consignment of drugs.

Transmission Documents to be checked

Ensure that a complete set of transmission documents (including the Issue Voucher, Delivery Challan,
Consignee Copy of Lorry/ Courier Receipt etc.) describing the contents of the shipment, is handed over by the
transporter, along with the incoming shipment of drugs

Visual Inspection*

Check the contents of the incoming consignment to ensure conformity with RO / DTA and specifications as per
the transmission documents.

Shortages / Damages*

In case of shortages and/ or transit damages determined through visual inspection, the same should be
brought to the attention of the transporter. Details of the shortage/ damage should be noted on the Issue
Voucher / Delivery Challan/ Lorry Receipt and the transporter’s attestation thereof obtained by means of
signature.

Acknowlegment

After visual inspection, acknowledge drugs received in Issue Voucher/ Challan/Lorry Receipt and return it
to the transporter. The storekeeper shall retain a copy of the above document in the Stores Receipts
File.

Recording & Reporting™

Record complete details of the drug consignment actually received (viz. GMSD Issue Voucher Particulars,
Batch Reference, Date of Expiry, etc.) in the Bin Card (BC: Form Reference 1- A ), in the relevant folio of the
Stock Register (SR: Form Reference 1-B) and Nikshay Aushadhi. Detailed Steps appended below
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Note:
*Visual Inspection :-

i. The check shall be limited to visual inspection and count of the number of cartons received and
matching the same with the Issue Voucher and Challan. The Storekeeper will not ordinarily open
sealed cartons unless the seal and/or exterior suggest damage or shortage or there have been
frequent shortages observed in the recent past.

ii. In case, where the GMSD/CMSS has opted to make part shipments, the Storekeeper shall record
details of drugs received and the balance quantity pending supply. The Storekeeper shall follow-up
closely with the supplier.

*Shortages and/ or transit damages

i. In the case of shortage/ damage determined by the Storekeeper through visual inspection s/he shall
take the precaution of opening the seals of all cartons received and carefully checking their contents
down to the lowest packaging unit.

ii. Ideally, SDS should take custody only of undamaged stock from the perspective of the drugs in

guestion being in a good enough condition to be administered to patients. SDS storekeeper shall
segregate and preserve damaged stocks till further instructions are received.

*Recording and Reporting

i. In the case of shortage/ damage/ discrepancy in the quantity of drugs actually received vis-a-vis that
indicated as per the transmission/ authorization document, record complete details of the same in
the ‘Remarks’ column of the SR & NA and highlight the same.

ii. In case transmission documents are received prior to receipt of drugs, entry shall not be made in the
SR on the basis of such documents viz. RO, Issue Voucher / Challan.

iii.  Alternatively, if drugs are received prior to receipt of transmission documents, entry in SR shall be
made only after their receipt and confirmation as to the quantity supplied by respective sending unit.)

Intra-State Transfer/ Returns of Drugs from districts / DRTB Centres / NDRTB Centre

e The STO may authorize returns/ transfers from DTCs or multiple SDSs within the state
or DRTB Centres, to adjust stock imbalances and/or ensure the timely utilization of close
to expiry drugs.

e In such cases, a formal DTA should be generated by the STO for the purpose and e-
mailed/ faxed to the transferor/ sending unit and the transferee/ recipient unit.

e The Storekeeper of the transferor/ sending unit shall generate a SIV/DIV and arrange for
the dispatch of drugs as requested.

e The Storekeeper of the recipient unit shall follow the steps detailed at previous pages on
the receipt of drugs / transferred from other SDSs or DTCs within the state, with the
exception that the authorization document in this case shall be the DTA.

e Acknowledgement of drugs received should be made by signing the SIV or DIV, as the

case may be. Acknowledged copies of the SIVV/ DIV should be sent to the STO, as well as
the transferring SDS/ DTC.
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Recording in NIKSHAY AUSHAHDI

The pharmacist shall follow the following steps to record the drugs received from GMSDs and
CMSSs :-

e Login in Nikshay Aushadhi :

https://www.nikshayaushadhi.in/IMCS/hissso/loginLogin.imcs

e The storekeeper to follow following path

Home Menu-> Services—> Receive

NIKSHAY AUSHADHI

Convmr sl Tubwrrsubosia Dovislive

Services e Reports
» Arrasl De R —
- Lt * '

© Crnm A ] VAA . N i JessuisIAv) INTTRIIN |

e Three menu will pop-up

I.  Acknowledge Desk - For acknowledgment of drugs received against CTD-RO/
Issue Voucher

Il.  DTA Receipt - For acknowledgment of drugs received against CTD-DTA

I1l.  Receive from Third Party

Acknowledge Desk:- This process is used to record receipt of drugs in Nikshay Aushadhi,
which are received against Release Order issued by CTD / Issue Voucher issued by parent store
or returned from sub-stores. The pharmacist to follow following mentioned steps :-

1. Select Request Type and click on Acknowledge Button.

2. Window shall be opened and requisite information to be filled ; received Quantity, Damage
Quantity and Shortage Quantity
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In case of partial supply, the storekeeper shall only enter the quantity received and balance
quantity will be reflected in the window and the acknowledgment shall remain pending for

balance stock.
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4. Click on save Button.
5. Voucher is generated

27




ral Tuberculosts Divison

Government of tade | Contral 1 ubercudoon Do
Dwvmrsmme Ol ol Tk Saryree

+

Famaim Ackacrwie age Dwtall
oy

Ack Mo /Date 10,20 M.
Berturn ey 50

Woguest Mo/ Date 10181700008/ 72 M
Muturm Mo/ Date 10181702000

et

o arve & ML
rgmrces

DW20LE

Voucher Generated

DTA Receipt :- This process is used to record receipt of drugs in Nikshay Aushadhi, which are
received against DTAs issued by CTD / issued by parent store to correct stock imbalances in
sub-stores. The pharmacist to follow following mentioned steps :-

1. Select Request Type and click on Acknowledge Button.

2. Window shall be opened and requisite information to be filled ; received Quantity, Damage

Quantity and Shortage Quantity
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3. In case of partial supply, the storekeeper shall only enter the quantity received and balance
quantity will be reflected in the window and the acknowledgment shall remain pending for
balance stock.

4. Click on save Button.

5. Voucher is generated
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Receive from Third Party :- This process will be used when a store receive any drug or
commodity from third party as donation. The pharmacist to follow following mentioned steps :-

1. Select Store, receive date and select third party name and click on GO Button.
2. Window shall be opened and requisite information to be filled ; Drug name, batch no.,

manufacturer name, manufacture date, expiry date , received Quantity and remarks, if any

- o - 1oeream w 0 " oo
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Click on Add and then add other drug details, if any

Click on SAVE button
Drugs updated
—— |

NIKSHAY AUSHADHI

Conrtral Vidowwrennes Hitstamn
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(B) Issues/Dispatch by State Drug Stores

GLIMPSE

Store may issue drugs to multiple sources including:

DDS

SDS(s) of same 7 T N-DRTB > Dispatch of drugs shall be determined by
State _or of | (spss) | the STO/DTO or officer in-charge (authorized

i
: l
! ]
other State "-x\ Vi : by the STO/DTO for the purpose), on the 1
T | basis of analysis of QRPML, ADRs and :
e | Expiry analysis. :
/f-* . Iff \\. EI/’ H\“-. : - - :
" PHIs \HI | Dispatch | | Tys |1 * Transfers to SDSs in other states, if any, :
\ / "-.k by Stores ;"'I A% /: shall be made on the basis of instructions §
b / ~—-" 1 (DTA) from CTD. !
Issue to Patient e PHI : :
I
T : > Interstate  SDS  transfers:  Between :
,f/ s : multiple SDSs within the state on the basis of |
| PIPEE I instructions (DTA) of STO. :
Nl I '
— [
v Other DDS(s) : »Implementing DDSs shall be linked to the :
DRTB | most convenient SDS (in terms of proximity |
: and transportation arrangements), in the case :
: of TU/ PHI, shall be linked to the most |
1 convenient DDS / TU respectively. :
i S ——
» SDS- State Drug Stores
> DDS -District Drug Store > QRPML_ Quarter'y Report on
» STO -State TB Officer _ Programme Management & Logistics
» N/ DRTB - Nodal / Drug resistant > ADRs —Additional Drug Request

TB centre

Procedures to be followed by Pharmacist to dispatch drugs to DDS /SDS within State / SDS
of other State; have been recommended below:-

31




eQuarterly replenishment of drug stocks with districts shall be based on the
QRPMLs

eInformation provided in the QRPML, shall be analysed by the pharmacist to help
determine the drug requirement of districts for the next quarter.

*Release of quarterly supplies to DDSs based on analysis, followed by the approval
of the concerned officer-in-charge

eSteps to be followed are appended below via table A

eSometimes, the quarterly supply of drugs is insufficient to meet the needs of the
district and additional drugs are required in advance of the next quarterly shipment.

eIn such cases, the concerned DTC/TU/PHI is required to prepare and submit an ADRs to
the SDS/DDS/TU, providing details in support of the supplementary requirement.

*The ADR shall be carefully reviewed and validated by the concerned officer-in-charge,
prior to approval.

eSame steps to be followed as indicated in below table,with the exception that the
authorization document for this transaction shall be the ADR

*The quarterly review cycle by concerned officer-in-charge may suggest benefit
from the transfer of temporarily excess drugs stocks available at any one SDS /DDS
to the other(s), within the same state.

eTransfer as above shall be done through the means of DTA, generated by STO
/officer-in-charge.

eSame steps to be followed as indicated in below table,with the exception that the
authorization document for this transaction shall be the DTA

e The quarterly review of state level QRPMLs carried out by CTD may suggest
benefit from the transfer of drugs across SDS in different states to adjust stock
imbalances and/or to ensure the timely utilization of close to expiry drugs.

eTransfer as above shall be done through the means of DTA generated by CTD.

eSame steps to be followed as indicated in below table,with the exception that the
authorization document for this transaction shall be the DTA
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The Storekeeper shall perform the following activities for releasing drugs to sub-stores

Analysis of Reports -
Stock Avaialbility,
Requirement

Update Nikshay
Aushadhi for issues
made

Obtain Consignor’s
copy of Lorry Receipt
and acknowledgement
from transporter on on
3rd copy of IV

Figure 1 Detailed Step

Prepare three copies of
the Issue Vouchers (1V)

Update the Bin Card &
the Stock Register

Retain the the same
for store records

Identify and segregate
drugs to be
issued,ensuring strict
application of FEFO
principles

Hand-over drugs to
transporter, along with
first and second copies

of IV

Receive back and file
the second copy of SIV
(consignee copy), duly
acknowledged by the

concerned DTC.

NOTE: While Storekeeper shall strictly follow FEFO principles, it is also expected of him to
exercise due prudence in case of short expiry drugs. The distribution should be on a rational
basis keeping in view the utilization pattern of each district with instructions to ensure timely
consumption of such close to expiry drugs). Same steps to be followed by sub-stores : DDSs &

TUs
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Issue to patient

Patients to receive drugs for the treatment of drugs sensitive TB or drug resistant TB by DOTSs
Provider or Treatment Supporter as per the regimen prescribed by the doctor. The DOTs
Provider or Treatment Supporter shall receive drugs from PHI. PHIs shall issue drugs on
monthly basis against the unique Notification ID generated by Nikshay through Nikshay
Aushadhi.

In certain circumstances, when a patient enrolled for the first time, he may not have Notification
ID available with him during the receipt of medicines. In such cases, PHI to issue drug without
Notification ID, which is strictly limited to one time use only. During his/her second visit,
availability of Notification ID is mandatory.

In certain cases, Isoniazid is required to be given to the household contacts (less than 5 years of
age) of TB Patient for Chemoprophylaxis.

Issue to ART Centre

Drugs which are required to be issued to ART Centre for the TB-HIV patient under collaboration
of TB and NACO, will required to be issued through Nikshay Aushadhi in order to capture the
stock being consumed by these ART centres. Programme is in integration NACO and in future
Nikshay Aushadhi shall have direct request from ART Centre through their system and
accordingly, drug shall be release.

Return from Sub-Stores

In case of default/death/transferred-out/treatment stopped patients, unconsumed strips
/boxes/loose drugs/jars shall be brought back from Treatment centre to PHI to TU to DTC within
the shortest possible time. The unconsumed box returned to the store should be updated in
Nikshay Aushadhi. All loose drugs shall be accounted for in the Stock register and Nikshay
Aushadhi at the DDS and same will be issued as per FEFO principles to either for hospitalized
patients / DR TBC / repackaging into monthly Type boxes.

Recording in NIKSHAY AUSHAHDI

The pharmacist shall follow the following steps to record the drugs issued to sub-stores :-
e Login in Nikshay Aushadhi :

https://www.nikshayaushadhi.in/IMCS/hissso/loginLogin.imcs

e The storekeeper to follow following path

Home Menu-> Services—> Issue/Dispatch
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e Issue of drugs — in case of routine guarterly supplies or Supplies against Additional

Drug Requests (ADRs)

I.  Dispatch on Drug Request
Il.  Dispatch Without Drug Request

e Issue of drugs - Transfer to other SDSs /DDSs in the same State

I.  DTA Drug Transfer Advice

Il.  Issue Voucher DTA
e Issue of drugs to patient

e Issue to Third Party

Dispatch on Drug Request: - This process is used to record drugs issued or dispatched to district
drug store in Nikshay Aushadhi, against the request generated through Nikshay Aushadhi. The

pharmacist to follow following mentioned steps :-

Select Store name.
Select drug request no.

Window shall be opened and requisite information to be filled

W np e

click on save Button
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5.

Dispatch desk

Issue Voucher is also generated.

Dispatch on without Drug Request: This process is used to record drugs issued or dispatched

to district drug store in Nikshay Aushadhi, without any request received from sub stores through

Nikshay

M w0 D

Aushadhi. The pharmacist to follow following mentioned steps :-

Select Store name.

Select drug request no.

Window shall be opened and requisite information to be filled
click on save Button
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Dispatch desk

5. Issue Voucher is also generated.
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DTA Drug Transfer Advice: Movement/Transfer/least expiry drugs are moved from one store to
other store, a process is created called DTA drug Transfer Advice. This Process is usually
done by , CTD/HQ level for SDS to SDS Level, SDS level uses for DDS to DDS level and
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DDS transfers drugs from TU to TU only. TU and PHI level stores cannot transfer drug
through this process.

In this process, the CTD/SDS/DDS generate the advice as per the availability/shortage or least
expiry drugs available in one store to other needy/shortfall drugs as desired by the both stores
(Issuing and receiving stores). The pharmacist to follow following mentioned steps :-

1. Select the store name from which drugs transfer to other stores name
2. Enter the transfer quantity of drugs from which warehouse they are transferring.

Government of Indis | Central Toberculosis

Ditrvctorute Oumernl bt Flesdtll Serviews

Vbt Fommnbwr bys . 5
(Pt Vo Wi ) Tetal Sraneter ey

Transferring store

3. Enter the receiving quantity for the store the drugs will get transferred to.

"’ Geortwirsrmaieet G Badid | Contranl Tihessiliasis Duising

TV trmatte Ehmmerd | il Frl b Sevvaces

...........

Receiving store

4. Click on Draft save Button.

5. Then click on Final save Button.
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Voucher Generated

Issue Voucher DTA: Once the advice has been generated by the CTD/SDS/DDS store through
Drug Transfer Advice process, an issue voucher is made by the issuing/Transferring store in favor
of receiving store w.r.t the transfer order number. The pharmacist to follow following
mentioned steps :-

1. In Store Name combo Store Name must be mapped with the application

2. Select Transfer Request No and click on Go Button.

= Wy Governmentof India | Centeal Tuberculosis Divison Wakczmn, Adminctil S+ 0 /408
‘ I' Dieecearant Groeml of Health Services

Task Lat | Heme Wosu  fmoo Vouche: DTA
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Soorw Name 505 DELE Transter Date & Tioe 20-May 2017/100 1004
Transber Rugoest No. 10501700020 (22 May JU17) - S0S lavenu 20d sashark

w— Ot Duitaidis)
Order Date 20 May. 2010 Recenang Stoce Name S04 Laminy wd Lol
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I—» B Kupery Dwite Ao wbubie Qly. Cmdw Gy, Pramater Qby.
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’ w0LT 391430 Gheter 1050 Ofhatwr 0
ALPa3s 2020 Mt 1020 St
3% 1008 Mo
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>
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€ Raguest [ Eutir Portial or Full ) will be closed Afer Save
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Online Transfer Detail Desk

3. Fill transfer Quantity and click on Save Button.
4. Voucher is getting generated.
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Voucher generated

Issue To Patient: Patient shall come to PHI — DOTs Provider or Treatment Supervisor will collect
medicine from PHI using Patient Nikshay ID on monthly basis. The pharmacist to follow

following mentioned steps :-

Scenario 1 - Patient with Nikshay ID :-

1. Select Store Name.
2. Enter the Notification ID

3. Following details will appeared with auto populated detail from Nikshay
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= Government of India | Central Tuberculosis Divison
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Issue to Patient Desk

4. Click on Drug Finder.
5. Select Drug Name and fill drug quantity then click on ok button.

6. Click on Save Button.
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Voucher Generated

Scenario 2: In case, patient without Notification 1D, above steps will be followed, except at

step 3 ; details need to be filled by the pharmacist.

Issue to Art Centre

Home Menu—> Services—> Issue/Dispatch=»Dispatch without drug
request

&« c e sa oo “~ 3 +:nOD e =
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e On click following window will be shown :-
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Select desired details :- Store name, Item Category, receiving Store type
& name, issue date and Issue No (manual)

Click on Drug Finder
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Select drug , enter drug required quantity, select from available batches
/ expiries and click on button ‘ok’.

Add if any other need to be issued , repeat same step as 6’ and lastly
click on Close

Add receive details and transporter details
Enter remarks and click on save
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Consumption of Cartridges at CB-NAAT site and Isoniazid for Chemoprophylaxis

For cartridges

e Select Store name — CBNAAT-Site
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e Enter the no. of cartridges consumed
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e Click Okay, voucher will be generated
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For Chemoprophylaxis

e Select Store name — PHI
e Enter the quantity of Isoniazid issued for chemoprophylaxis

e Click Okay, voucher will be generated

Return: This process is used to record drugs received back from patient and retuned to parent
stores in Nikshay Aushadhi. It includes two steps:-

1. Return from Patient — to be used only by PHI to record drug received back from

patient
2. Return Request Desk — to return drugs to TU/ DDS/SDS

1. Return from Patient
e Enter Issue Voucher No. (voucher generated at the time of issuing drug to patient)
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e Fill no. of tablets/strips/box/jar returned from a patient
e Drugs will be updated in the Nikshay Aushadhi

2. Return Request Desk

Steps to be followed :-

e Click on generate
e Select receiving store and Click on Go

o Fill details —drug quantity to be returned

NIKSHAY ¢

Cavrtral Yadies

e Click on save

e Return to main menu
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Quality Assurance

OVERVIEW

Procurement of good quality anti TB drugs and ensuring quality of drugs till consumption point
is one of the prime objective of RNTCP.

To ensure quality and efficacy of anti TB drugs, a comprehensive RNTCP Quality protocol has
been developed and is being followed during the procurement mechanism and supply chain
management of drugs up to the consumption points. Simultaneously, quality assurance of anti
TB drugs has also been aligned with Nikshay Aushadhi application for easy reporting and
recording from Central to the peripheral level.

RNTCP Quality Mandatory Pre- N Post-dispatch Inspection
Assurance under dispatch as per RNTCP Protocol
RNTCP Inspection

RNTCP QUALITY ASSURANCE PROTOCOL - DURING PROCUREMENT MECHANISM

Procurement of anti TB drugs is always done through a Govt. authorized procurement agency
and in accordance with quality protocols laid down in technical specifications of anti TB drugs.
Quality parameters include procurement of drugs through WHO GMP certified / WHO pre-
qualified suppliers only or suppliers found eligible as per Global Fund quality assurance
guidelines. Further, there is mandatory pre-dispatch inspection of drugs prior to dispatch to
RNTCP consignees by independent laboratories hired by the procurement agencies.

RNTCP QUALITY ASSURANCE PROTOCOL - POST PROCUREMENT

To ensure quality and efficacy of drugs up to consumption points, an additional quality protocol
mechanism has been developed by the programme wherein samples of anti TB drugs lying at
GMSDs, states, districts and TUs are being picked up by an independent lab hired by the
programme, following RNTCP quality protocol.

RNTCP QA METHODOLOGY - POST PROCUREMENT

All implementing RNTCP State Drug Stores (SDS), District Drug Stores (DDS), GMSDs and
TUs have been arranged on a zone-wise basis i.e. North, South, East and West.

Each quarter, drug samples are being collected from selected zone as per direction of the

Central TB Division. Drug sample collection protocol for 1% and 2" line drugs is summarized
below in tabular form:
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a) 1% line Drugs

One GMSD

1% Line Drugs J

Random Selection

4

| l
| One State Five Districtdrug
L Drug Store ) L Stores

[ One TU from each district | |

Tu J ( TU y ( TU J | TU

1. One GMSD, selected randomly.

2. One SDS, selected randomly.

3. Five District TB Centers (DTCs), selected randomly.

4. Five districts which have been selected for sample submission of 1st line drugs
shall also ensure submission of same drug samples on randomly selected at
least one TUs from respective districts, based on the stock availability.

2" line Drugs

274 Line Drugs }

Random Selection

W Jr

One State Drug | L Five District drug |

Store Stores "

One GMSD, selected randomly
One SDS, selected randomly.
Five District TB Centers (DTCs), selected randomly.

wnN e

GUIDELINES FOR COLLECTION OF DRUG QUANTITIES FOR TESTING

Central TB Division will issue directions every quarter to concerned GMSDs and states for
collection of drug samples as per RNTCP QA protocol. Directions will be accompanied with
name of drugs and number of batches to be collected from respective drug stores.

Generally, at least two batch numbers of drug samples, selected randomly, shall be
sampled for testing from GMSDs, State and districts drug Stores. From TU, only one batch
number of drug may be sampled. In case of stocks shortage, sample will not be taken from

TU.
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QUANTITIES AS PER FORMULATIONS TO BE COLELCTED FOR TESTING

Sl. Formulation Quantity for collection
No.

1 | Tablet 10 strips

2 | Capsule 10 strips

3 | Injectable 80 vials

4 | DSTB-IP / (A) 4FDC 8 Blister Strips

5 | DSTB-CP (A)/ 3FDC-A 8 Blister Strips

6 | DSTB-IP (P)/ 3FDC-P 8 Blister Strips

7 | DSTB-CP (P)/ 2FDC-P 8 Blister Strips

The following officials shall be responsible for collection of drug samples:

i) From GMSD : STO / official authorized by STO
i) From SDS : STO / official authorized by STO
iii) From DTCs & TUs : DTO// official authorized by DTO

PROCEDURE FOR COLLECTION OF DRUG SAMPLES:

The following procedure should be followed for collection of drug samples:

1. As far as possible, the officer in-charge should draw drug samples, from original,
unopened boxes /containers/ packs.

2. The sample drawn shall be divided into two equal parts, one half to be sent to the
contracted laboratory in sealed condition and other half to be retained at the drug
store, in sealed condition.

3. The sealed pack of drugs collected should indicate on its label or otherwise:

(1) Drug name

(2) Quantity

(3) Batch No.

(4) Date of Manufacturing

(5) Date of Expiry

(6) Supplier Name

(7) Procurement Agency

(8) Manufacturing License No.

(9) Source of collection besides caution (if any) printed on the label for use/
storage of the product.

4. Information as above should be repeated in a covering letter, sealed and sent
along with the sealed sample to the laboratory.
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5. A copy of the covering letter should also be sent to Central TB Division.

6. Sample quantities collected should be such that the samples collected can be
analyzed twice (as indicated above, by dividing into two equal batches).

7. Half of the sample collected should be sent to the selected laboratory in a sealed
condition and the remaining half-sample of the same batch retained in sealed
condition at the concerned drug stores, till the lab report on the sample is received.

8. Record the quantities issued to testing laboratories in Stock register and Nikshay
Aushadhi

QUALITY ASSURANCE REPORT

The contracted laboratory shall share drug quality reports as per the defined timelines
to Central TB Division. The stipulated time is about 20 days for parenteral formulations
& about 15 days for others drugs (capsule / tablets).

Once quality reports of drugs are shared by contracted laboratory, same shall be
shared further with the states. The sealed drug samples may be opened and used in
case the lab report indicates acceptable quality. However, in case of drug sample
declared as sub-standard, necessary action shall be taken by the Central TB Division.
Central TB Division shall communicate the State about the sub-standard drugs and
update the reports in Nikshay Aushadhi. Consequently, said batches which are
declared sub-standard shall be segregated in the Nikshay Aushadhi.

PRECAUTIONARY MEASURES IN CASE OF SUB-STANDARD DRUGS

1. Stocking units down the line shall immediately be instructed to stop further
consumption and issues from the batch declared substandard.

2. Specific instructions shall be given to stocking Units / DOTS Centres, to replace,
unconsumed drugs of substandard batch from boxes / drugs allocated to patients,
with drugs of different batch.

3. Unconsumed / unused substandard drugs shall be labelled ‘substandard’ and
carefully segregated in stores, in such a way that there is no possibility of their
being reissued to patients.

4. Detailed record shall be kept of segregated substandard drugs taken

5. All further necessary action for declared substandard drug shall be taken by CTD
with concerned procurement agencies.

REPEAT TESTING

The following procedure is to be followed in case of declared sub-standard drug:

1. Laboratory Report suggesting substandard drug may be challenged / disputed by
the manufacturer/ supplier and they may request CTD to carry out an additional
laboratory test through an independent, government-approved agency (e.g. CDL,
Kolkata).
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2. Instructions shall accordingly be given by CTD to concerned GMSD/ SDS/ DTC
/TU for dispatching the sample retained in sealed condition, for another round of
testing to CDL, Kolkata.

If repeat testing report suggests that the quality of drugs tested is good enough for
general administration, then instructions shall be issued by CTD to GMSD/ SDS/ DTC
and Stocking Units to resume issues/ consumption thereof.

In case repeat testing confirms substandard quality of drugs, CTD shall send a copy of
the report to Procurement Agency for further necessary action.

RECORDING AND REPORTIN IN NIKSHAY AUSHADHI

Consequent upon direction of Central TB division, all concerned officials shall ensure
collection of drug samples as per the RNTCP protocol within the stipulated time.

Respective stores shall record all details of drugs collected for quality assurance in
Nikshay Aushadhi application under Quality Control management option.

Path 1:- (For Drug sampling as per RNTCP QA protocol)

Services >  Quality Control Drug Quality Drug Drug
Management Inspection Finder selection

(REPORTING FORMAT FOR CTD LEVEL IS UNDER DEVELOPMENT)
QUALITY ASSURANCE AT STATE LEVEL

There may be instances that anti TB drug samples may also be picked from
state/district/TU drug stores by authorized representatives / officials of states like drug
inspector or may be from any regulatory / competent authority like CDSCO (Central Drugs
Standard Control Organization).

Accordingly, recording and reporting of samples picked by authorized officials at
State/District/TU drug stores has been included in Nikshay Aushadhi application. The
respective drug store shall record all the details of sample picked by any authorized
officials / representatives in Nikshay Aushadhi application under Quality Control
management option.

Path 2 :

Services Quality Control Drug Quality Drug Drug
Management Inspection Einder selection
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1. Select drug quality inspection issue detail

1. Following dialogue box will appear — select drug finder

2. Select drug and batch number required for testing and enter the quantity
3

Same quantity of drug and batch number selected at Sr. No.2 will also be recorded
in Nikshay Aushadhi and this quantity have to be retained at respective drug store in
sealed condition till further instructions from Central TB division.

Click Ok and add other drug, if any
Click Close

B

Enter desired details- agency name, drug controller name and ID

7. Click on SAVE button, following details will appear :-
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Post receipt of quality reports by state / respective drug stores, the same should be
shared with Central TB Division immediately through email and Nikshay Aushadhi
application for information and necessary action.

In case of drug sample declared as sub-standard by testing agency, necessary
directions shall be issued by the Central TB Division for retesting of that particular drug
and batch number from the retained sealed sample at respective drug stores.
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EXPIRY MANAGEMENT

This section of the manual deals with procedures to be followed for the management of short
expiry drugs and immediate steps in dealing with the same so as to ensure their utilization within
their shelf-life.

Shelf-life of drug is defined as a period during which the drug will last without deterioration,
provided all precautions for good storage practices have been taken. Short Expiry Drugs, as the
name suggests, are drugs which are left with a short shelf-life & need to be utilized immediately
to avoid their expiry.

Overview

The storekeeper is expected to incorporate appropriate tools to periodically monitor controls over
the expiry position of drugs held in stocks mainly through storage of drugs of a particular
description at one place, expiry-wise stacking and marking expiry dates on cartons/drug boxes
with marker pens.

n' —
4 o |
F EEF'O'la-‘:;S-

The storekeeper shall strictly follow FEFO (First-Expiry-First-Out) principles. However it is also
expected to exercise due prudence in case of short expiry drugs, wherein the distribution shall be
on a rational basis keeping in view the utilization pattern of each district to ensure timely
consumption of such close to expiry drugs.

Divergence from FEFO principles, at times is necessitated primarily to ensure consumption
within the shelf life and accordingly it shall not be taken adversely. The shelf- life of drugs
accordingly becomes a critical component of inventory management.
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Shelf-life of Anti-TB Drugs

The shelf-life of Anti-TB drugs range from 2-5 years after which the chances of losing efficacy
and side-effects thereof increase rapidly. Hence, it is important to ensure that appropriate steps
are taken as soon as the drugs reach the critical stage, to ensure their usage well within their
shelf-life. In case of direct supplies from Manufacturer /supplier, Pharmacist may check for
availability of 5/6 th of shelf life at the time of receipt of drug at their respective stores.

Production date Expiration date

e

Shelf Iif : @2
— > U

Period after opening
e

Issue of short-expiry drugs to other districts

As soon as a decision has been arrived at by the State as regards the quantity of drugs to be issued
& diverted, immediate steps for preparation of Drug Transfer Advice shall be taken.

-
e State e District 2

e District 1

DTA (>5 month shelf life)

Necessary transportation & logistics arrangements shall be made for diversion from one DTC to
other DTC or State Drug Stores. Once the DTA is finalized, based upon requirement & utilization
assessment of each district, the DTOs need to accept these drugs. Ideally at least 5 months shelf
life should remain before the drugs are diverted from one district to another district.
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The DIVs prepared for such drugs should clearly state in the ‘Remarks’ column that these are
short-expiry drugs and should be used within their shelf-life. The transferee District TB Officer
(DTO) shall also be impressed upon to make necessary arrangements to ensure utilization of such
short expiry drugs within the given shelf life.

Diversion of short-expiry drugs from the State

R

SDS of one State

SDS of another State

*Recipt of DTA

¢ Coordination with transferor state for disptach
and transportation

e Ensure timely utilization within state

Transfer

¢ Assesment factors for diversion request
e Consumption

o Stock availbility

¢ Available shelf life

e Transportation Time

The States shall frequently assess the availability of anti TB drugs vis-a-vis the utilization across
the State. In case the drugs are in excess far beyond its utilization within the available shelf-life,
such drugs shall necessarily be required to be diverted to other States.

However, it may not be always logistically convenient & feasible to divert drugs from one state
to other and ensure utilization in that state. In case the drugs to be diverted are scattered across
the state, it becomes all the more difficult and information pertaining to such drugs may not be
fully reliable. The drugs to be diverted would need to be transported back to State Drugs Stores
from all the DTCs. States shall need to gather accurate inventory & available shelf life of such
drugs and make reasonable assessment of transportation time from District TB Centres to State
Drug Stores.

Considering that transportation from District to State Drug Stores and onward transportation to
other State may involve at least three to four months, the process of diversion between states shall
be initiated in a fairly reasonable time. Accordingly, the States are expected to regularly assess
the status of drug availability and consumption thereof especially after taking cognizance of
available shelf life of the drugs.

Information in respect of excess drug availability with available shelf-life shall be provided to
Central TB Division, with a request to divert such drugs to other States. On receipt of requests for
diversion, CTD shall identify the States which can utilize these drugs within the given shelf-life.
Both states transferor as well as transferee shall work in close co-ordination to sort out all
transportation & logistics issues after getting the go ahead from CTD. Drug Transfer Advice
(DTA) shall be sent by CTD to both the States for diversion of drugs, and the states shall put all
their efforts together so as to ensure utilization before expiry.
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Barcode Interface

BARCODES IN ANTI TB DRUGS

AFNIZARGTRR

For ensuring better inventory, tracking and supply chain management, bar coding on primary and
secondary packaging of drugs has been adopted by the programme.

As per programme technical specifications of drugs, all primary and secondary packaging of
drugs should have bar codes imprinted / labelled on them and should contain all requisite
information as per guidelines issued by Department of Pharmaceuticals, Ministry of Chemicals
and Fertilizers, New Delhi or any Govt. competent authority, as modified from time to time.

Contains many units of

Contains many units secondary package
Contains many units of dosage form of primary package
It actually goes in hand of pationt -~

- -
3 e
sV A !

‘ - \ L .

Dosage form

Primary package Secondary package Tertiary package
Millboard / Greyboard | | 5 Ply Shipper |

The important information which shall be incorporated in bar codes are:

1) Product Name/content

2) Product Strength

3) Batch Number

4) Date of Manufacturing

5) Date of Expiry

6) Manufacturer Address

7) Manufacturer License number
8) Storage conditions requirement
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USE OF BARCODES THROUGH NIKSHAY AUSHADHI MOBILE APPLICATION

Nikshay Aushadhi software has an in-built feature of tracking drug stocks with the help of
barcode. In addition to barcodes available on anti TB drugs procured by the programme, barcode
is also used in managing and tracking the inventory of 2™ line boxes being prepared at State /
district levels. For 2™ line boxes, barcode generated by Nikshay Aushadhi application is labelled
/ affixed on boxes.

Android based Nikshay Aushadhi application can be downloaded from Google Play Store in
Tablet computers or mobiles. The programme has also provided tablet computers to states to
ensure strengthening of inventory management by adopting bar code mechanism.

PROCEDURE:

~

Place the barcode inside the scan area and scan the
barcode from the scanner.

/To scan a barcode, click on ‘Scan’ button.

The system will show details of the drug

\_ J

Once the required information is populated in Nikshay Aushadhi application after scanning bar
code, user has to check the information and save the same for further action. Simultaneously,
inventory management in Nikshay Aushadhi using barcoding may be used for acknowledgement,
receipt and issues of drugs.

ADVANTAGES OF BAR CODE

1. Entering data using bar coding is fast & reliable
2. Significantly reduces human error and increase efficiency
3. Identification of product information
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Infrastructure

(1) Location, Space and Storage Arrangements

This section of the manual deals with matters relating to location, space and storage
arrangements that are required to be in place at the time of establishment/upgradation of State
Drug Stores (SDS).

STATE/DISTRICT DRUG STORE

« Access :The SDS should be located on a wide road, providing easy access to
transportation vehicles throughout the year and facilitate free movement of
drugs to and from the store.

«Drainage: The location selected should have a good drainage system and not
be prone to flooding.

«Communication: The site/ location selected should have telephone and
internet connectivity

« Accommodation of staff / equipments and records: There should be adequate
space for accommodating staff, office equipments (such as the Computer, Printer,
etc.) and store records and registers. An area of about 100 square feet should be
sufficient for this purpose.

STORAGE & +Storage of Drugs:The space required for storing drugs shall depend on the
maximum quantity of drugs to be maintained at each Drug Store. This shall
SPACE depend on the population to which the store caters, as well as the number of

months for which stocks are to be stored (viz. the stocking norm for the location).

(1) Specifications for drug stores:-

I.  The Drug Store should preferably comprise one large room. Where multiple rooms
already exist, they should be contiguous or proximate to each other
Preferably separate space for storage, handling and re-packing of Patient Wise
Boxes.

iii. In case of a situation where separate room for storing 2" line drugs is not
possible, an attempt to demarcate and enclose a specified area for storing 2™ line
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Vi.

Vili.

viii.

drugs should be made within the larger store to ensure required temperature
control for 2™ line drugs.

Architects should be consulted for suitable modifications in the existing drug
store/construction of a new drug store for the same.

A signage board with instructions in local language should to be put near the
entrance of the store to remind the concerned officials regarding good storage
practices.

Ideally, Vacuum de watered flooring (VDF) should be used for the Drug Stores.
However depending on the feasibility, such flooring may be done at the State
Drug Store level.

In case it is feasible at the State Drug Store level, separate areas should be
demarcated for receiving and dispatching the drugs.

Contract for Pest Control should be entered into by the State to ensure drug stores
free from pests, rodents etc.

Fire extinguisher with AMC should be in place.

. Shelves, Racks & Storage Arrangements:

If sufficient space is available on the existing storage shelves in the State Drug
Store (SDS), these shelves made of 40 mm. bore medium quality (external
diameter - 48.3 mm.) mild steel pipes should continue to be used as per the

existing RNTCP guidelines. New shelves, if required, are to be made from pre-
fabricated slotted angles ensuring sufficient ‘gap’ between cartons from the
ceiling, floor and walls, facilitating ventilation and the free movement of air.

Shelves to be positioned so that there is no possibility of seepage into cartons.

Typically, five rows of shelves to be fabricated, one on top of the other into racks.
A single rack to usually be long enough to accommodate three cartons on each
shelf. Accordingly, a rack would typically accommodate fifteen cartons.

In the case of a broad room, there shall be multiple rows of racks, all parallel to
one another. There should be sufficient space between parallel blocks of racks and
the walls, to facilitate free movement of men and trolleys for the smooth stacking
and removal of cartons. In case of a long and narrow room, racks to be positioned
such that there is sufficient space between them and the walls.

Drug cartons to rest on shelves and not on each other, to prevent eventual sagging
of the cartons in the bottom row.
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Vi.

Rows & Columns, where drugs are stored should be defined and locations to be
assigned a unique identification number.

In future, if the State Drug Store of a particular state has to handle large volume
of drugs and occupies larger space, Isle space (between the two racks across the
storeroom) can be of 3 metres. In such situation, material handling equipment
shall be required.

3. Stacking Arrangements:

Vi.

Vii.

Name of the Drugs along with their expiry dates be indicated on stickers pasted
on the face of cartons/ drug boxes and should be written again by hand, in large
easily visible characters using a colored, permanent marker pen.

If at all possible, the same drug should be stored at a single location within the
store.

Additionally, drugs of the same expiry should be stored together at the same
location.

Recognizing the above rules, drugs expiring earliest should be so stored that they
are issued first. For example, in case boxes are placed on multiple shelves in a
single part of the store, boxes expiring earlier should be stored at ground level and
fresher boxes (which shall expire later) on elevated shelves. This method of
stacking shall ensure that drugs that shall expire first shall automatically be issued
first, based on the principle of FEFO (First Expiry First out).

Expired drugs should be segregated, sealed and stored in a separate part of the
store eliminating the possibility of their issue to patients. Expiry dates should be
highlighted in these cases.

Bin cards at State Drug Store level be displayed which would provide details of
Receipts, Issues, Closing balance (quantity) and expiry dates of drugs.

Only Na-PAS is slow moving drug and can be stored at higher level shelves. Rest
all other 2" Line Drugs are fast moving, therefore, should be stored on lower
level shelves.

4. Control of Humidity and Temperature:

Monitoring of Humidity & Temperature: Hydro thermometers are to be
installed upto TU drug store levels to monitor humidity and temperature regularly.
The record of both these variables should be maintained in charts properly and
checked on a daily basis by the concerned Store Incharge. This should be
reviewed by STO / Officer in-charge of SDS and necessary corrective measures
be taken immediately.

Control of Humidity: In order to keep humidity levels below the maximum
(60% recommended for storage of drugs), following measures may be taken:-

a. Ventilation: Open the windows or air vents of the store to allow air
circulation. Ensure all windows have screens / wire mesh to keep out insects
and birds and also should have metallic grills / iron bars Drug Boxes/Cartons
should be placed on shelves ensuring that there is sufficient space between
shelves and walls of the store room.
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b. Packaging: The cartons/drug boxes should not be opened unless necessary.
c. Circulation: Use fans to circulate fresh air from outside.

Protection from Sunlight:- To protect the drugs from sunlight, following

measures may be taken:-

a. Shade the windows or use curtains if they are in direct sunlight.

b. Keep products in cartons/drug boxes.

c. Do not store or pack products in sunlight.

d. Maintain trees around the premises of the drug store to help provide shade and
cooling. Check their condition regularly to prevent any untoward incident.

Control of temperature:- The 2" Line/1® Line FDC Anti-TB Drugs should
preferably be stored below 25° C. In the area specified for storing 2" Line Drugs,
temperature of about 20° C should be maintained with the help of Air-Conditioners
(Tonnage would depend on size of the room).

Power Supply:-Regular power supply should be available for Air Conditioning in the
State Drug Store. Arrangements for backup power supply should also be made through
solar panels / fuel based power generators.

The purpose of information provided in the above sub-paras is to emphasise that the
drugs should be stored in cool & dark place for proper efficacy. Experimental
data/literature review also reveals that these drugs loose their efficacy beyond 6
months if exposed to stressful storage conditions of 40°+ 2°C temperature and
humidity of 75% + 5 % RH.

Staffing Requirements

This section of the manual deals with staffing requirements for the efficient discharge of the
stores and logistics function at the State Drug Store (SDS) and other stocking units of the
programme.

Overview

SDSs and other stocking units shall generally need the following staff to deal with the stores and
logistics function:

1. Pharmacist

2. Store Assistant
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3. Helper(s)

Staffing and reporting requirements in respect of the above resources at the SDS and other
stocking units are summarized in the matrix given below:

Staff/ SDS DTC TU PHI
Reporting
1. Staffing Requirement;
a) Pharmacist Required Required* Required* Required*
b) PSM - Required Not Not Required Not Required
State Required
Coordinato
r
c) Store Required Required* Not Required Not Required
Assistant
d) Watchman/ Required Not Not Required Not Required
Helper(s) Required
2. Store staff Deputy DTO/ MO In-charge MO In-charge of
Reporting STO/ MO In- PHI
to Second charge
Medical
Officer

* If Pharmacist is not available, the STS shall take care of the work.

Qualifications/ skills required to be possessed by staff at the SDS and other stocking units are
discussed in the paragraphs that follow.

Post — Pharmacist
Essential Qualification — Degree / Diploma in Pharmacy

Preferential Qualification —
1. Minimum 1 year experience in managing drug store in a reputed hospital / health
center recognized by Govt.
2. Conversant with computer software including MS Word, Excel and simple statistical
packages
Job Specification / responsibilities —

1. Handling of drug stores in the State Drug Stores including Receipts & Issues

2. Recording & reporting of drug stocks at the stores

3. Reconstitution / Repacking of Patient Wise Boxes.

4. Assistance to State in consolidation of district quarter reports& analysis of stock
reports.

5. Preparation of State level quarter reports.

6. Data entry in NikshayAushadhi ‘web based software for Drug Logistics’.

7. Communication with State/District & Central TB division officials.

8. Assistance in imparting drug logistics trainings to district level pharmacists.

9. Possible visits to districts on issues relating to drug management.
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10. Any other job assigned as per programme need.

Post —Store Assistant (State Drug Store)
Essential Qualification — 10 + 2
Preferential Qualification —
1. Diploma in Pharmacy
2. Conversant with computer including MS Word, Excel and simple statistical packages.

Job Specification / responsibilities —

1. Assist Pharmacist in all of the above activities.
2. Any other job assigned as per programme need.

Helper

Stores may hire additional helper for preparing SLD boxes; only cases where boxes prepared
monthly are more than 3000.

In addition to the above regular positions, the stocking unit shall hire the services of a watchman/
helpers, on a need basis, for the purpose of loading/ unloading / stacking.

Management of Second Line Anti TB Drugs

A comprehensive Drug Logistics Management System has been developed and implemented at
various levels for RNTCP 2nd Line drug supplies. This chapter outlines the guidance regarding
procedures for inventory management of second-line drugs used in the treatment of drug-
resistant TB.

12.1 OVERVIEW OF DRUG DISTRIBUTION FLOW

All drugs used in the various DR TB regimens shall be supplied through a centralized
procurement system at Central TB Division, MoHFW, Gol. Supplies of the second-line drugs
shall be from the respective Government Medical Store Depot (GMSD)/ Central Medical
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Services Society (CMSS) to the state drug store (SDS). An advance intimation of all drug supplies
shall be communicated to the States for SDS to make available requisite space in the drug store.
The State/ SDS shall be supplied only loose form of second-line anti-TB drugs (SLD). On receipt
of drugs, the SDS shall acknowledge the receipt to CTD.

The SDS shall repack the loose drugs into one-monthly patient-wise boxes for shorter, longer
MDR/RR TB and for H mono/poly DR TB regimen and supply to districts for treatment. SDS shall
be preparing ‘standardized drug boxes’ for standard regimen and supply to districts, namely for
shorter MDR/RR TB regimen, all oral longer MDR TB regimen and all oral H mono/poly DR TB
regimen.

The composition of Shorter Regimen, all oral longer MDR TB regimen and all oral H mono/poly
DR TB regimen is given below —
Regimen class Intensive/First phase Continuation/Second

phase

H mono/poly DR TB (R resistance not detected and H resistance)

All oral H mono-poly DR (6) LIXRE Z X
TB regimen

MDR/RR TB

Shorter MDR TB regimen  (4-6) Mfxh Km* Eto Cfz Z (5) Mfxh Cfz ZE X
Hh E X

All oral longer MDR TB (18-20) Bdq(6) Lfx Lzd# Cfz Cs X
regimen

*1f the intensive phase is prolonged, the injectable agent is only given three times a week in the
extended intensive phase. 1

# Reduce Lzd to 300 mg/day after 6 to 8 months.

In addition to the above, the conventional MDR/XDR-TB regimen already initiated would
continue to be supplied, till the State/ District fully transitions to the above regimen. All new
patients after implementation of 2019 guidelines would only be placed on the regimen as per
the guideline 2019.

Modification/ change in regimen may be required during the course of treatment based on the
decision of N/DDR TBC. In such patients, the supply of the monthly box would be as per the
regimen-class to which the patient is reclassified to.

The drug box preparation would preferably be done at the SDS level. However, there may be
circumstances when the drug box preparation is required to be done at the district level, e.g.
unpacking of unused/partially used boxes and preparation of fresh drug box. Whenever the
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state has built the capacity of districts, exercise of preparation of patient-wise boxes shall be
conducted at DDS under the guidance and supervision of DTO. SDS shall supply additional
guantity of SLDs to districts for necessary modifications which will be done at district level.

For meeting the Drug requirement for treatment initiation at N/DDR TBC and box modification
at district level, SDS shall supply monthly patient wise boxes & loose SLDs to all N/DDRTBC.

Modification/ change in regimen may be required during the course of treatment based on the
decision of N/DDR TBC. In such patients, the supply of the monthly box would be as per
modified regimen requirement.

For regimen containing Bedaquiline (Bdq), the patient will be initiated on treatment through a
fresh bottle containing full course of requirement. On discharge, the patient will carry the
bottle containing Bdq and hand it over to the treatment supporter under supervision/guidance
of the senior DR TB/TB-HIV supervisor. Seven days supply of the component drugs of the
regimen will also be handed over to the patient/attendant on discharge from the N/DDRTBC.
The bottle will remain under custody of the treatment supporter till the patient completes the
treatment course, while the Type A box containing remaining drugs will be issued on a monthly
basis.

For maintaining inventory of Bdqg and its accountability, once BDQ bottle is issued to patients
from N/DDR TBC, this will be taken as issue/consumption for recording and reporting under
Nikshay and Nikshay-Aushadhi. The patient discharge information shall be communicated to
concerned DTO/District/DDS for ensuring continuous supply of the patient’s drug requirement.

1.2 CONSTITUENTS OF PATIENT-WISE MONTHLY BOX

The constituents of the monthly patient-wise box for DR TB patients is detailed in Annexure 17.
The patient on shorter MDR TB regimen shall be put on Type A and Type B monthly boxes
during intensive phase (IP).

During the continuation phase (CP), the patient will be put on only Type A box for the entire
duration. The patient on all oral H mono/poly DR TB regimen or all oral longer MDR TB regimen
will be put on Type A box for the whole duration of treatment while Bdg & DIm will be issued
separately and stopped after 6 months.

These drug boxes will be prepared at the SDS or DDS for all standard weight bands. For <16 kg
patient, boxes will be prepared from the loose drug provided.

It may be noted that in shorter MDR TB regimen if the intensive phase is prolonged, the
injectable agent is only given three times a week in the extended intensive phase. Also, in all
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oral longer BDQ containing regimen & DLM containing regimen strength of Linezolid may be

reduce to 300 mg/day after 6 to 8 months.

Table 12.1 Drug boxes for standard DR TB regimen

Type A Box (4-6 Months)

Type B Box (5 Months)

Moxifloxacin-High Dose (Mfx)"

Kanamycin (Km) *

Clofazimine (Cfz)

Isoniazid High Dose (H)h

Pyrazinamide (Z)

Ethionamide (Eto)

Ethambutol (E)

Pyridoxine (Pdx)

Pyridoxine (Pdx)

Type A Box (18-20 Months)

Levofloxacin Lfx/ Moxifloxacin Mfx (High Dose) If modification required

Linezolid (Lzd)-600/300*

Clofazimine (Cfz)

Cycloserine (Cs)

Pyridoxine (Pdx)

BDQ (Bedaquiline course will be handed over to the patient) For 6 Months only

Type A Box (18-20 Months)

Type C/P Box (As per applicability) For 6 Months

Dose)

Levofloxacin Lfx/ Moxifloxacin Mfx (High | P1 (Peads.) Containing 8 Strips of DLM

Linezolid (Lzd)-600/300*

P2 (Peads.) Containing 2 Strips of DLM in 6™ Month

Clofazimine (Cfz)

C1 (Adult) Containing 15 Strips of DLM

Cycloserine (Cs)

C2 (Adult) Containing 9 Strips of DLM in 6™ Month

Pyridoxine (Pdx)

Type A Box (6 Months )
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Levofloxacin (Lfx)

Ethambutol (E)

Pyrazinamide (Z)

Rifampicin (R)

Pyridoxine (Pdx)

1.3 ROLE OF VARIOUS DRUG STORES IN CONSTITUTION OF DRUG BOXES
At State drug store level

SDS shall constitute drug boxes (Type A and B) for shorter MDR TB regimen, all oral longer MDR
TB regimen and all oral H mono/poly DR TB regimen and supply to respective districts / N/DRTB
centers. Loose drugs will also be supplied from SDS to DDS for modification and preparation of
new boxes.

At District drug store level

When modification in regimen suggested by DR TBC, District drug storekeeper/Pharmacist shall
take a call and prepare modified boxes from loose SLD supplied from SDS. The state shall
provide necessary support for capacity building of DDS for carrying out entire exercise of
preparing standardized/modified patient-wise drug boxes at DDS level. Dedicated full time
District Drug store keeper/Pharmacist is mandatory to be recruited/ placed for successful
decentralized system of preparation of drug boxes at DDS level.

The drug dosage for adult DR TB patient (>18 yrs) should be as per the weight bands while
children (<18yrs) should be provided as per the dosage table of mg per kg body weight.

Patient initiated on all oral longer MDR TB regimen will receive monthly type A box and
complete course of type C box (till the completion of Bedaquiline if it is a part of regimen) as
per the regimen decided by N/DDR TBC prepared by DDS/SDS. Patient initiated on shorter MDR
TB regimen will receive the monthly type A and type B box during IP and only type A box during
Patient initiated on all oral H mono/poly DR TB regimen will receive the monthly type A box as
per the regimen. Whenever oral regimens are modified during the course of treatment, DDS
needs to ensure that the change in regimen should be incorporated in supply of subsequent
boxes.

Drug Dosage of Adult DR-TB patient -

16-29 kg  30-45 kg 46-70 kg >70 kg
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Rifampicin(R)"

High dose H (H")
Ethambutol(E)
Pyrazinamide(Z)
Levofloxacin(Lfx) *
High dose Mfx (Mfx")*
Bedaquiline (Bdq)

Linezolid (Lzd)

Clofazimine (Cfz)
Cycloserine (Cs)*
Delamanid (DIm)*

Imipenem/cilastatin (Ipm /
Cls)*?
Meropenem(Mpm)*>

Amikacin (Am)?
Kanamycin(Km) 2
Ethionamide (Eto) *

Na-PAS (60% weight/vol) **
Amoxyclav (Amx/Clv)

(In child: WHO 80mg/Kg in
2 divided doses) °

Pyridoxine(Pdx)

'For H mono/poly resistant TB;
’For adult more than 60 yrs of age, dose of SLI should be reduced to 10mg/kg (max up to 750

mg)

300mg 450mg 600mg 600mg
300 mg 600 mg 900 mg 900 mg
400 mg 800 mg 1200 mg 1600 mg
750 mg 1250 mg 1750 mg 2000 mg
250 mg 750 mg 1000 mg 1000 mg
400mg 600mg 800mg 800mg

Week 0-2: Bdqg 400 mg daily
Week 3-24: Bdq 200 mg 3 times per week

300 mg 600 mg 600 mg 600 mg
50 mg 100 mg 100 mg 200 mg
250 mg 500 mg 750 mg 1000 mg

50 mg twice daily (100 mg) for 24 weeks in 6-11 years
of age

100 mg twice daily (200 mg) for 24 weeks for >11
years of age

1000 mg imipenem/1000 mg cilastatin twice daily

1000 mg three times daily (alternative dosing is 2000
mg twice daily)

500 mg 750 mg 750 mg 1000 mg
500 mg 750 mg 750 mg 1000 mg
375 mg 500 mg 750 mg 1000 mg
10 gm 14 gm 16 gm 22 gm
875/125 875/125 875/125 875/125
mg BD mg BD mg (2 morning +1
(2 morning evening)
+1
evening)
50 mg 100 mg 100 mg 100 mg

®In patient of PAS with 80% weight/volume the dose will be changed to 7.5gm (16-29Kg); 10 gm
(30-45 Kg); 12 gm (46-70 Kg) and 16 gm (>70 Kg)

*Drugs can be given in divided doses in a day in the event of intolerance

*Not regularly supplied by the program. If needed for individual patients, may be procured at

state/district levelDrug dosage for Pediatric DR-TB patients —

DRUGS

Isoniazidl

Daily Dose (Pediatric) DAILY DOSE (Adult)

7-15 mg/kg for patients less than 4-6 mg/kg once daily

30 kg; max dose 300 mg daily High —dose: 16-20 mg/ kg

once daily
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Rifampicin
Pyrazinamide

Ethambutol
Levofloxacin

Moxifloxacin
Ethionamide/
Protionamide
Cycloserine
p-aminosalicylic acid
Linezolid

Clofazimine

Amoxicillin
clavulanic acid 7/1
Kanamycin
Amikacin

Capreomycin

Bedaquiline

Delamanid

10-20 mg/kg for patients less than
30 kg; max dose 600 mg daily
30-40 mg/kg for patients less than
30 kg; max dose 2000 mg daily
15-25 mg/kg once daily

5 years and under: 15-20 mg/kg
split into two doses (morning and
evening) Over 5 vyears: 10-15
mg/kg once daily

7.5-10 mg/kg

15-20 mg/kg

10-20 mg/kg

200-300 mg/kg for patients less
than 30 kg

10 mg/kg given three times daily
(pyridoxine should also be given)
Limited data, but 1 mg/kg once
daily has been given

80 mg/kg (based on the amoxicillin
component) in two divided doses
15-30 mg/kg once daily (Max
1000mg)

15-30 mg/kg once daily (Max
1000mg)

15-30 mg/kg once daily (Max

1000mg)
Dose not yet determined in
children
Dose not vyet determined in
children

8-12 mg/kg once daily
20-30 mg/kg once daily

12-18 mg/kg once daily
10-15 mg/kg once daily

400 mg once daily

15-20 mg/kg/day in 2 divided
doses

10-15mg/kg/ day in 2 divided
doses

8- 12 g/day in 2 divided doses

600 mg once daily

200-300 mg daily (2 first
months) then reduce to 100 mg
daily (alternative dosing 100
mg daily)

80 mg/ kg/ day in 2 divided
doses
15-20 mg kg once daily

15-20 mg kg once daily
15-20 mg kg once daily

400 mg once daily for 2 weeks
then 200 mg 3 times per week
for next 22 weeks

100 mg twice daily (200 mg)
for 24 weeks.

Children at risk for peripheral neuropathy (e.g. malnutrition or HIV co-infection) should also
receive pyridoxine 5-10 mg/day

1.4 PACKING INSTRUCTIONS

e packaging of loose drugs into Type A & B boxes should be done under guidance of the

STO/Medical Officer/Drug logistics In-charge at State level and district level;

e one monthly pouch of Cap. Cs & Tab. E each should be made from plastic bag with ziplock

facility in which 1 gm. pouch of silica gel desiccant should be kept. In each Type A box, one

pouch of silica gel desiccant of 4 gm weight should also be kept;

e each Type A & B box should be made using Nikshay Aushadhi. The boxes would be auto-

numbered and same should be printed at SDS. The record of the serial no. of the box should
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be maintained at the State, District & Sub-district (TU) Drug Stores. This would be of help
while tracking a particular box.
e Labels for the boxes should be developed through the Nikshay Aushadhi Software only.:

- item-wise name of drugs with quantity of each drug in the box;

- batch no. & DOE of individual drugs;

- DOE of boxes-expiry date of the drug having shortest expiry;

- date of issue of the box from SDS;

- serial number of the box;

- storage instructions on the box for ensuring adequate precautions in storage of
the drugs, especially at Treatment supporter level. Some suggested messages
are: “store in a cool and dark place, preferably in a clean cupboard”; “do not
expose to direct sunlight”; “keep away from children/unauthorized persons”;
and or “box to be closed properly every time after withdrawal of drugs”.

Prototype of label is suggested in Annexure 18. The Nikshay Aushadhi software helps in
preparing boxes by estimating number of boxes of required regimen that can be prepared from
available stock. Label for prepared boxes to be printed directly from the system.

For each cycle of box preparation, a label which contains expiry-wise drug content of these
boxes to be generated through the system. This label should be used to paste over the boxes
prepared during that cycle only. Other steps include:

Barcoding and real time tracking system: Both first-line & second-line drugs provided under
the programme are barcoded. The Nikshay Aushadhi software has an in-built feature of tracking
drug stock with the help of barcode. The drug box label with barcode may be printed at state or
district level as per the programme guideline and pasted over the boxes where it is prepared.

1.5 DRUG MANAGEMENT CYCLE OF SECOND-LINE ANTI-TB DRUGS

The management cycle of second-line anti-TB drugs comprises six elements, namely, drug
selection; quantitative assessment of drug requirements; management of procurement;
distribution protocol; assurance of drug quality; and ensuring rational drug use. Accurate
demand forecasting of second-line anti-TB drugs, (correct quantification of drug needs for a
specific period of time) is one of the elements guaranteeing an uninterrupted drug supply.

Inventory management: Procedures for ongoing tracking and replenishment of the inventory
of second-line anti-TB drugs at SDS and all subordinate stocking points ensures these are
maintained at or close to the stocking norms presented below:

Table 12.2 Standard 1-month drug box for various DR-TB regimen

71




Stock for Reserve Drug requirements

utilization  stock

PHI* 1 month 1 month (Monthly consumption x 2) — (existing stock in
PHI at end of the month)

TU  drug 0 month 2 month (Quarterly consumption/ 3) x 4 — (existing stock
store in TU including PHI drug stores at end of the
quarter)
DTC drug 0 month 3 months  (Quarterly consumption/ 3) x 7 — (existing stock
store in DTC drug store including TU &PHI drug stores
at end of the quarter)

SDS 0 month 3months  (Quarterly consumption/ 3) x 10 — (existing stock
in SDS including stocks at all districts at end of
the quarter)

*All PHIs may not have a reserve stock. Only PHIs where patient/s are initiated or on
treatment will have reserve stock of second line drugs.

1.6 MONITORING OF DRUG DISTRIBUTION AND SUPPLY CHAIN MANAGEMENT

Distribution from Centre to SDS: As mentioned in overview of this chapter, loose SLD shall be
supplied to SDS directly from Centre. The regular process of supply of new stock of drugs to the
SDS begins only when the state submits their requirement to CTD. For effective reporting, the
programme has implemented a web-based real time Logistics Management Information System
(LMIS) software i.e. Nikshay-Aushadhi. This software is used at all levels for reporting of drugs
availability, consumption and future requirement. The SDS pharmacist shall raise a request
through Nikshay Aushadhi in the prescribed format available in the software. The request
through Nikshay Aushadhi shall be verified by STO of all SDSs, in the state. The state shall
facilitate in determination of drug stocks available with SDS (s) within the state. This requisition
through Nikshay Aushadhi shall be submitted online to CTD by the state as per the reporting
guidelines, by the 10"of every month / Qtr. In the event of more than one/ multiple SDSs
within the state, all the requisition through Nikshay Aushadhi shall be forwarded to CTD within
the timelines stated above. The request of the stocking units is to be submitted as per the
scheduled mentioned below:

Drug Request of Date for submission of Quarterly/Monthly Drug
Stocking unit Request
PHI to TU 07" of each subsequent month
TU to DTC By 10 of the month after subsequent quarter
DTCto SDS/STO |By 12" of the month after subsequent quarter
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|STO to CTD | By 15" to 20" of the month after subsequent quarter |

Distribution from SDS to District: The SDS will supply drugs to the DTCs in the form of monthly
patient-wise Type A and Type B drug boxes and loose second line drugs, every quarter. It shall
review quarterly consumption report received from linked districts through Nikshay-Aushadhi
and issue Type A & B boxes as well as loose medicines to the district. The DTC shall send the
boxes to its implementing TU in a similar manner on quarterly basis and then monitor through
the TU quarterly SLD requirement report. Buffer stocks of both Type A & B boxes of all weight
bands shall be held at all levels as per stocking norms. The district will ensure arrangement for
supply of monthly drug boxes from the respective TUs to PHIs and from PHIs to the Treatment
supporters/center. The STS shall identify the Treatment supporter in consultation with MO-PHI
and the patient. Considering further decentralization of services, SDS will supply loose oral SLD
to the DDS for modification in regimen.

Distribution of SLDs to N/DDR TBC: State shall issue standardized monthly patient wise boxes
to N/DDR TBC from SDS. SDS shall also issue loose drugs for modification of regimen. Issuance
of monthly Patient boxes and loose drugs to N/DDR TBC from SDS shall be based on the
monthly stock statement/requisition submitted by N/DDR TBC, to ensure adequate stocks for a
month of treatment, plus a buffer of one month. The patient would be initiated on treatment
with the monthly patient wise box and on discharge from N/DDR TBC, patient shall be given the
remaining drugs of the monthly patient boxes to cover the transit period. During this time, it is
expected that the patient shall reach home for the ambulatory treatment and continue the
therapy with the monthly IP box which has been issued to the respective treatment supporter.
For patient put on Bdqg treatment, Bdg bottle contains entire course of treatment for one
patient which shall be earmarked for each enrolled patient and handed over to treatment
supporter in supervision of District DR TB TB-HIV Supervisor.

Distribution from DDS to TU drug stores: Buffer stock equivalent to two months will be kept at
the TU. The drug boxes will be supplied from the TU to PHI every month. These will be
transferred from the TU to respective PHI as per monthly consumption report submitted by PHI
through Nikshay-Aushadhi.

Distribution from TU drug store to PHI: Buffer stock equivalent to two months will be kept at
the PHI at the beginning of each month. The drug boxes will be supplied from PHI to Treatment
centre/ Treatment supporter. All PHIs may not have reserve stock. Only PHIs where patient/s
are initiated or on treatment will have reserve stock of second-line drugs.

Drug stock register (Annexure- 19) is to be maintained in the drug stores at all levels. Details
such as drugs received, distributed and balance stock are to be entered in this register. Drug
distribution mechanism is supported by Nikshay Aushadhi where drugs stock, dispatch and
return of drug can be reported through tracking of the drug. The system is able to capture
information log of boxes allotted to the patients who are provided by each health facility who is

using this software for drug management purpose.
73




Flow chart of supply chain management of Second line drug is illustrated below: -

Supplies Monthly

boes for e Az s SUPPly Chain of Second Line Drugs
for SR, CR, all OR & State Drug Store

regimen for H Mono
resistance

Supplies loose drugs
for DST guided
regimen &
modification of
boxes.

Boxws sugplied 10 TU as per monthiy consumption ,

|
Nodal District DRTB Centre

Boxes suppliod 1o PHI a3 per monthly PHI report

1 Monthly type A & B boxes issued
Patient immediately to the respective Treatment
supporter

i.  Box Preparation at State Drug Store:-

Steps for Box preparation on Nikshay Aushadhi portal is illustrated below:-

Path: Services—> Packaging/Re-Packaging->Box Preparations->Box Preparation

i S NIKSHAY AUSHADHI
»

Central Tuberculosis Division

[ Task List | “"Home Menu |

S 3
=1 )
"N Services

Annual Demand

Issue Dispatch

Drug Request Management
Stogk Manasemen
Packaging/ Repackaging
9 Box Preparations
< Box Completion
< Box Preparatigp

+++4

+ Receive
+ Miscellaneous

This Process is used to prepare boxes.
1. Select Store Name as any SDS, TB Sub Category
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2. Select Drug/ Box Name.
3. Click on Go Button.

Illustration of operation on Nikshay Aushadhi is given below:-
NIKSHAY AUSHADHI

Contrad Tubgrrulesis Divislon
Tovk Lt Home Muru Nox Prepaastioo

*Stere Mame | S0S Dty v Ve ond Vime 22-May 2019/10:5F 12
'S Categury Secand Line Dnag 10 SubCalegory | Conventans MOR TH Resanen
S Drug/Box Meme | Selact Vakm . [Go]

Selc Vi

Camwortios MON 18 Ragivit Tyde A (1829 1) IAsaT )

Cotwartiondl MOR TH Begmen Tyow A [30-48 €y) [M0A2)
Carwerdzms MOR TH Regimen Typs A (42 -T0Kg) [CRAT)

Recommended Barch Incompiete
Canwertone MOR TH Regrmwn Type & [>7060) [SRA4)
Carwsrtonsl MOR TH Ragmen Type & 10-236) (20581 ]

onal MOR TB Regmen Type B0I0-45%p) (CRE2]

Comyentional MOR TB Rogmen Tyoe B (46-706g) [RRE3]

CHomanona NOR TB Ragimen Type B« 70kg) [20R31]

4. Fill Box Preparation Quantity.

4. Select a drug by checking the checkbox from Drug Details table. On checking the checkbox,
Batch details table will appear. Click on each checkbox to fill the To Be Added Qty (in
multiples of Box Preparation Qty) certain validations will restrict user to fill to be added qty
which are given as follows:

(a.) To Be Added Qty cannot be greater than the Avl Qty.
(b.) Sum of To Be Added Qty of all the filled textbox cannot be greater than the ‘To be
Used Qty’ given in the drug details table.

Tanx Ust Hame Many Bax Prwpaston

0

Vo bagies bt e et
Course Duratsan | 1 Momthe

*Dox Fresacation Gty |1

w—{l114) Dectaids
| T2 2o e | e | St Gt | a1 Rewsres Gty 1 vy [ Aowauy |
< PR § 913 N5 30 Tae 0 1404510 0
Cyooseme Cs 09 NG ¥NCw 0 179400
Lewdamss LS T=ENG W 30 5040)
£y arese £ 00 NG 0 tax 0 2w
Pricarone 108 NG 30 Tab 30 810
v (Lot h Oetails
To e Added Gty
. ey Rane Mreegm Wt do. Sy e A Gy e Mutgles Of Box
Wl Phamtauut 003 mg 08 BIONG FE1Y Moo 400 30 -
Phamoctnd 803 mg PCAT IONG Y7003 hnnee 700
Enamtusl 833 mg [PE10) BIUNG E833 7002 400
Enamturd 803 mg PC10 BIONG 17008 A0 0
Fnamtom &0 ma IPC AN A0 N0 HAYY A am

Added Qty in the drug details gets calculated on the basis of the given formula:

Added Qty =) ((Strength of the checked Batch Details* value filled in To Be Added Qty for
the checked batch details) / Strength of the checked drug details.)

Note: If any strength in the batch details section is greater than the strength in batch details, then
for the above calculation, it is considered equal to the strength in the drug details section.
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6. The first batch is highlighted with pink color which shows that it is the recommended batch
and is to be used first since this is the batch with the nearest expiry among all the batches listed
(not mandatory however an alert will be given to tell that the recommended batch has not been
selected yet.)

7. Click on Add Button. The selected row in the drug details gets colored in green which means
that the given drug has been successfully added.

8. Repeat steps 5-8after adding one drug in order to fill more drugs in a box.

Cmareaes b NG M T » a0y »
Ophopurwe On B 20 Ower - LT =
B IR YN = e > e >
Cemarete i S0 Ne M » oo »
T ebarare ALULTES - Ten - "o »
Bomrarbalf any)
o T T
Rocommonded Barch Decomplore
9. Click on Save. A voucher gets generated as shown below thereby ending the process.
N
M comventional DR TR e 2
onventiona egimen 0y L‘ﬂ
102000121960011069
Conventional MDR TE Regimen Type A (30-45 Kg) [RRAZ2]
Weight Band : 20-45
S.No. Drug Name UOM | Strength(No.) Batch No. DOE No. OF Unit D“San‘:'a‘:rpe'
1 |Cycloserine 250mg [PC24] Cap 250 MG|CSP1805115 May/2021 50 2.00
2 |Ethambutol 800 mg [FC10] Tab 800 MG[E-831 May/2020 20 1.00
2 |Ethionamide 250 mg [FC20] Tab 250 MG|NEAT13A May/2021 &0 2.00
4 |Levofloxacin 250mg [PC28] Tab 250 MGIK18503 Aug/2020 ED) 3.00
5 |pyridoxina S0mg [PC31] Tab 50 MG|EPASS03A Mar/2021 50 2.00
Lot No. : 1960011069 Total : 200
Date OFf Expiry Of Box : May /2020
Store In Cool And Dark Place SDS Delhi
Do Not Expose To Sunlight Delhi

ii.  Box Completion (In case of Incomplete Boxes)

In case of unavailability of certain drugs at State Drug Store, an incomplete box may be prepared
by SDS and which will be completed later by adding the particular drugs. If some drug is
unavailable at SDS but the same is available at DDS, SDS may prepare the incomplete box and
issue the box to DDS for completion of box by adding the drug from its inventory.

Steps for completion of Patient wise monthly box at DDS are illustrated below:-

Path: Services—> Packaging/Re-Packaging->Box Preparations->Box Completion
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Central Tuberculosis Division

i i NIKSHAY AUSHADHI

Task List | Home Menu |

" Services

Annual Demand

Issue Dispatch

Drug Request Management
Stogk Manesemen
Packaging/ Repackaging
9 Box Preparations
< Box Completion
< Box Preparatigp

++ 4+ 4

+ Receive
+ Miscellaneous

This process is used to add drugs in box if drugs are remaining in Box Preparation Process.

1. Select Store Name as SDS/ DDS TB Sub Category,

2. Select Regimen. On selecting the regimen those batches which are having incomplete boxes
will get displayed within the Batch combo box. On selecting the batch from the combo box,
Drug Details section will get displayed.

NIKSHAY AUSHADHI

Contral Tubercalotis Diviston

" Store Hame | 505 Dedv v Date and Tiwe 73 My 7033179132
Ih Categery Second Line Drog *TB SubCategory | Cotvvmntionat mu T8 Regenen
Orwa/Box Wame | Corrrontional MOR T8 Redrmen Type A = Satch | Setect Vit v
Select Yl

Recommended Batch

The Criteria for making a complete box is:

Added Qty per Box= Box Preparation Qty * Remaining Qty per Box

1. Select a drug by checking the checkbox from Drug Details table. On checking the checkbox,
Batch details table will appear. Click on each checkbox to fill the To Be Added Qty(in
multiples of Box Preparation Qty) Certain validations will restrict user to fill the to be added

gty which are given as follows:
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w ™

To Be Added Qty cannot be greater than the Avl Qty.
Sum of To Be Added Qty of all the filled textbox cannot be greater than the ‘To be Used
Qty’ given in the drug details table.
To Be Added Qty can only be entered in the multiples of Box Preparation Qty.
Added Qty in the drug details gets calculated on the basis of the given formula:
Added Qty per Box =) ((Strength of the checked Batch Details* value filled in To Be
Added Qty for the checked batch details) / Strength of the checked drug details.)
Note: If any strength in the batch details section is greater than the strength in batch details,
then for the above calculation, it is considered equal to the strength in the drug details
section.
The first batch is highlighted with pink color which shows that it is the recommended batch
and is to be used first since this is the batch with the nearest expiry among all the batches
listed (not mandatory however an alert will be given to tell that the recommended batch has

not been selected yet.

feme Meny Do Completon
VRTINS MU T W | IO T 10 P

i : 16-29

*Box Preperatsan Qty 1 Weight
Course Durstion | | Manths

Frwases Asles Oty | Rurmaeing Gty Pet | Tolt ]
Pur Box }

[ . Deny Warvw Srvryn I Srgated Ut ! Totet Semutrod Gty Aoy Adsted Oty

. Iteg hete g L Lagary Duam At Oy M Mudapien Ot Bos

Efamautal 400 mg PC4E 40NC RvE2e La2ds B

Click on Add Button. The selected row in the drug details gets colored in green which means
that the given drug has been successfully added.
Repeat steps 5-9 after adding one drug in order to fill more drugs to complete a box.

Click on Save. A voucher gets generated as shown below thereby ending the process.
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f*

m
LN ForventenalHORTE Resmmer 24
102000111980011073
Conventional MDR TE Regimen Type A (16-29 Kg) [RRA1]
Weight Band : 16-29
S.No. Drug Name UOM Strength(No.) Batch No. DOE No. Of Unit D“’;zi per
1 |cycloserine 250mg [PC24] Cap 250 MG|CSP1805115 May/2021 30 1.0
2 Ethambutsl 400 mg [PC45] Tab 400 MG|RVS20 Oct/ 2020 20 1.0
3 Ethionamide 250 mg [PCZ20] Tab 250 MG|NEAT 13A May/2021 650 2.0
4 Levaflaxacin 250mg [PC28] Tab 250 MGPK18503 Augf2020 20 1.0
3 Pyridoxine 50mg [PC31] Tab 50 MG|EPASS03A Mar/2021 30 1.0
Lot No. : 1960011073 Total : 180
Date OFf Expiry Of Box : Aug/2020
Store In Cool And Dark Place sSDsS Delhi
Do Not Expose To Sunlight Delhi

1.6.2 REGIMEN WISE BOX MODIFICATION AT DISTRICT DRUG STORE

Scenario 1-Modification in regimen: If N/DDR TBC committee decides on modification of
regimen, DDS shall prepare modified Type A or B boxes from available standard boxes using
loose replacement SLD available at district level and arrange supply to treatment supporter.
DTO needs to ensure that the drugs should be supplied as per the modified regimen for all
subsequent months.

Scenario2-Extension of intensive phase: If IP of the patient is required to be extended; the
respective N/DDR TBC committee shall inform DTO who will intimate the same to the MO-PHI
and the respective TU. The PHI will release one-month drug box for MDR TB regimen or H
mono/poly DR TB regimen to the respective treatment centre from where the patient is taking
treatment. When the patient is switched to CP in case of shorter MDR TB regimen, the DTO
shall intimate the same to the MO-PHI and the respective TU. On instruction of DTO, the PHI
will release 1 Type A box only to the respective Treatment centre from where the patient is
taking treatment. In the case of all oral longer MDR TB regimen, after completion of 6 to 8
months of treatment, the dosage of Lzd should be reduced to 300 mg as per the directives of
N/DDR TBC. All patients must complete the monthly box before switching to subsequent box
provided. In situations where the extension of IP is required, other drugs in the regimen will be
given for extended period while newer drug like Bdq or DIm should be given till the completion
of 24 weeks only.

Scenario 3- Change in regimen: |If DR TBC Committee decides to change the regimen then DDS
shall arrange supply of new treatment regimen box from PWB/loose drugs supplied from the
SDS and the unused drugs including Bdq container should be sent back to DDS. In such situation
patient should be immediately switched to the new regimen designed by N/DDR TBC.

Steps for Monthly patient wise box Modification on Nikshay Aushadhi is as under:-

Path: Services—> Packaging/Re-Packaging->Box Modification->Box Modification
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Central Tuberculosis Division

i i NIKSHAY AUSHADHI

\ Task List “' Home Menu ‘

o)

Nes

V¥ Services

Annual Demand
Issue Dispatch

Drug Request Management
Modification and BackLog

+4 444

Packaging/ Repackaging
+ Box Preparations
®» Box Modification
< Box Modification
< Box Unpacking

Receiv®
Miscellaneous

4+

This Process is used to Modify the unpacked Second line Drugs.
1. Select Store Name as any SDS, TB Sub Category
2. Select Drug/ Box Name.

3. Click on Go Button.

Welcome. Sds Defbi

NIKSHAY AUS

Central Tubercule

Task Lot Hame Mo | Bo Medification «

*Shore Nama | SDS Dby - Date snd Thme J3-May- 20160154844
18 Catogory | Sacord Linw Drug . *1D SubCategory | Conventinned MOR T8 Segmiun .
*Drug/Box Name | Select Vakse v o

I
Corveardastud MEN 10 Wmgimer Typer A (1629 Kq) JAEAT]

Recommended Batch Comwantecsl MOR T8 Regman Typa A (3045 Kg) [RRAZ]
Conmrtensd MOR TH Sxgroen Type A (46 -T0xg) [CRA3)
Convarcansl MOR TE Regiman Typa A (»70€g) [RRA4]
Comverberal MOR TH Ragrwen Type B{16-29¢) (20851 ]
Convartonst MOR TB Jegmen Type 8{36-45Kg) [OREQ]
Comesrtnal MOR TB Ssgeen Type 3 (46-704p] [RRE3]
Commnnenct MOR TB Segimun Type 8(>2009) [20F83]

Bach

4. Fill Box Preparation Quantity. After filling the quantity, “To be used’ quantity column will be
get updated as:

To Be Used Qty= Box Preparation Qty * Required Qty /Box

5. Select a drug by checking the checkbox from Drug Details table. On checking the checkbox,
Batch details table will appear. Click on each checkbox to fill the To Be Added Qty(in
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multiples of Box Preparation Qty) Certain validations will restrict user to fill the to be added
gty which are given as follows:

(a.) To Be Added Qty cannot be greater than the Avl Qty.

(b.)Sum of To Be Added Qty of all the filled textbox cannot be greater than the ‘To be

Used Qty’ given in the drug details table.

> ) " Welcome, Sis Deld <O 4+ 0
NIKSHAY AUSHADHI ’
Centrod Tuberoulosls Division
Tash L Harw Menz | Box Modificason :
Carthmrywm
— iy Dutads ooty |
¥} Giztecrryon M of Downs fu b Unpacked |1
[-- I Drirg Mo Pyiane [ Btk o l Expery Dutw Set Oy I ‘#h
= Ceckwarme O - ; I
¥ Lewfmaon 2%0mg POl UG M1503) AP0 30 Tas -
Etonemee B2
Efvcrnamide 250 mg PC20| Extanun € UG NEAT 134 May2a7t
ERamtated 400 trg PPC4S ap— VG WS ol i
3 Lavofiocecm Ui
— e (MU et} ——
Arrewpcie
Trag Mamve 2 | Darybes | St Gny ! Ay | mesdow Acton |
TRFAS Sarvets
i Samwor O
Cotarww 1
Pyrasnarnde X
LUnaroed
THow Dving Mame | Moafosacin Mix ) Aundabile Quastity 183200 Tal
Strength 200 NG Wemquiret] Qly /Box 30 Tab
e Brated Ductadls Fav Nuw Druy
* e ] i - vt e fhe Aot
| | ] et i tern T Lapry o | ony Y ?_J
Mrstseacm 438 PCIN 400 WS THIOIE0TA Sepiart w3000

6. Added Qty in the drug details gets calculated on the basis of the given formula:
Added Qty =} ((Strength of the checked Batch Details* value filled in To Be Added
Qty for the checked batch details) / Strength of the checked drug details.)

Note: If any strength in the batch details section is greater than the strength in batch details,
then for the above calculation, it is considered equal to the strength in the drug details

section.

7. The first batch is highlighted with pink color which shows that it is the recommended batch
and is to be used first since this is the batch with the nearest expiry among all the batches
listed (not mandatory however an alert will be given to tell that the recommended batch has
not been selected yet.)
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Centrad Tuberculosis Division

Tash Lig Horw Moz Box Modilication
| Moreons | g N | Wrengn oL | Faawy fote e | m_]"""‘"""

J Luvofiooacn J50mg IMC28 250G 00 Ry e

Envnanise 258 Fca)

Enamoutol &0 mg PCas PG RV Ooni

—Nurw Dvuy Desails

g thame | Hatin M. ] Siuagth | tewybae | et Qo | foh gy by | Am
*New Drug Neme | Moxflexscn Mis » Avatlubie Quantsty 163000 Tab
Srength J00 M Rogured Qty /Boas 30 Tab
e Sl Dwineln £ Nwwy Dvsny
= 11y v | e | [ | Capery e T | tate Adoed Uy |
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8. Click on Add Button. The selected row in the drug details gets colored in green which
means that the given drug has been successfully added.
9. Repeat steps 5-8 after adding one drug in order to fill more drugs in a box.

10. Click on Save. A voucher gets generated as shown below thereby ending the process.

5
N conventen =IO TR Resimer 2
102000 1074

25128001
Conventional MDR TE Regimen-{Madified)-Type A (16-29 Kg) [MCRA1]
Weight Band : 16-20

S.No. Drug Name UOM | Strength(No.) Batch No. DOE No. Of Unit D"’;‘;‘; =
1 |Cycloserine 250mg [PC24] Cap 250 MG|CSP1805115 May/2021 0 1.00
2 Ethambutol 400 mg [PC45] Tab 400 MGRVIZ20 Oct/2020 30 1.00
3 Ethionamide 250 mg [PCZ20] Tab 250 MG|NEAT13A May/2021 a 0.00
4 Moxifloxacin 400 [PC29] Tab 400 MGEMC&E806A Sep/z021 20 1.00
5 |pyridoxine S0mg [PC31] Tzb 50 MG|EPASS03A Mar/2021 0 1.00

Lot No. : 1960011074 Total : 60

Date Of Expiry Of Box : Oct/ 2020

Store In Cool And Dark Place SDS Delhi

Do Not Expose To Sunlight Delhi

1.6.3 Supply Chain Management of Bedaquiline

For regimen containing Bdg, on discharge, the patient will carry the bottle containing Bdg and
hand it over to the treatment supporter under supervision of the senior DR TB/TB-HIV
supervisor. The bottle will remain under custody of the treatment supporter till the patient
complete the treatment course, while the Type A box containing remaining drugs compositing
regimen will be issued on a monthly basis.

For maintaining inventory of Bdqg and its accountability, once BDQ bottle is issued to patients
from N/DDR TBC with update of the prescription for the patient in the Nikshay and Nikshay
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Aushadhi. Information should be communicated to concerned DDS, the stock is entered in the
stock register at DDS. The bottle provided to the patient must be handed over to the treatment
supporter. Senior DR TB TB-HIV Supervisor of the district shall be the link for passing
information to DDS keeper regarding BDQ stock supplies to treatment supporter. DDS keeper
shall keep a record of the patients’ stock of BDQ in the district drug stock register.

Flow chart of supply chain management of Bedaquiline is illustrated below: -

Supply chain of distribution of Bedaquiline Drug

Once BDO bottle is issued
to patientsfrom N/DDRTEC
with update of the
prescription for the patient
inthe Nikshay and Nikshay
Aushadhi.

The Bedaquiline bottlewill |
remainunder custody of |
the treatment supporter |
tillthe patient complete
the treatment course.

1.6.4Supply Chain Management of Delamanid

Delamanid will be supplied to the state drug stores (SDS). It has a shelf-life of 5 years and
requires to be stored at 25 2C (15—-30 2C). The drug would be dispensed in the form of strips,

supplied in box of 48 film-coated tablets in aluminium / aluminium packing. Delamanid strips
will be issued by the SDS along with the other second-line drugs through the NDR TB centers
where the patient is initiated on treatment. From the SDS, on initiation of treatment patient’s
one-month drugs requirement will be managed. On discharge, the patient will be handed over
the drugs for the rest of the month, e.g. if 15 days of drug is consumed by the patient at the
NDR TBC then the remaining 15 days (of the one month’s course) will be handed over to the
patient under information to District TB Officer, Senior Treatment Supervisor, Senior District DR
TB & HIV supervisor for management of this patient through the treatment supporter.

Delamanid stock will be issued by SDS to the District Drug Store (DDS) as and when the NDRTBC
gives intimation to the district about discharge of this patient and his/her treatment. The
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monthly Type B box for the intensive phase containing other second line drugs issued from the
DDS to the treatment supporter will also include the monthly quantity of DIm. The Type B box
will be issued on a monthly basis till the end of IP along with the Type A with monthly quantities
of DIm.

Flow chart of supply chain management of Bedaquiline is illustrated below: -

Supply Chain of distribution of Delamanid Drug

r-— SOS supplies 1
12 | mtomth stock of DL
to KWDETE/DDETE
omrtre.
[ ro=
[ .

E*'rt"\:_'n*_"'-ofm_a‘sm - :HJ.TE-C. Eiies O discharss, the patient wi
for  patient will be | 21 :::':m.h;m be handed ower the drgss for
mpuad by S0 1o the - TICE i -
Sistrict Doue Store (003 diseharge of this the 'vut-:lfth-e r|:-\:hn‘l:h_. e if
on receiving information patient and his/rer 15 days of drug is consumed

Eroen NDETE Canber, trestment. by the patient

Patient

The monthly Type B box for
P containing other SLD
issued from the DDS to the
treatment supporter wi
also incheds the monthly
quantity of Delamanid.

Management of patient drug course

Delamanid will be provided with other second line drugs for a period of 24 weeks, supplied on a
monthly basis. DIm is available as 50mg tablets and the recommended dose is 50 mg twice a day
for (6- 11yrs) and 100 mg twice a day for 12 — 17 yrs for 24 weeks

a) 6 yearsto 11 years of age: 2 tablets a day. 7 boxes to be provided for full duration of
treatment. Each box contains 48 tablets i.e. 6 strips of 8 tablets per strip. Patient is
provided with 8 strips (64 tablets) every month for 5 months. The four extra tablets
issued every month are carried over and in the sixth month only 2 strips are issued,
thereby ensuring that the patient consumes only 36 tablets over 18 days.

b) 12 years and above: 4 tablets a day. 14 boxes to be provided for full duration of
treatment. Each box contains 48 tablets i.e. 6 strips of 8 tablets per strip. Each box
contains 48 tablets i.e. 6 strips of 8 tablets per strip. Patient is provided with 15 strips
(120 tablets) every month for 5 months. Only 9 strips are issued in the sixth month
thereby ensuring that the patient consumes only 72 tablets over 18 days.

The table below provides the diagrammatic representation of the same:
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Large box
containing 14
small boxes

Each small box contains 6 blisters of
Delamanid (8 tablets per blister)

7 small boxes (1/2 of large box) consist of 336
tablets of Delamanid (50 mg)

14 small boxes consist of 672 tablets of " Large box

Delamanid (50 mg) C:’nnw‘aal:ntgfelsd

Assigned entire drug course to the patient and store at the place from where the patient wise monthly box Is supplied

For Age Group 6-11 Years (Paediatric Patient)

Regimen Boe Month Monthly Dovage S1ripy 1o be mcluded n the box are Fox
Anquitemont &
containing 14
1 Month 2 Tabs X 30 Days= 60 Tabs* 8 Strips (containing 64 Tabas) A
2 Manth 7 Tabs X 30 Days~ 60 Tabs* 8 Strips (containing 54 Taks|
3 Month 2 'a:r.r X 30 Days= 6O Tabs* L] }'.rv;'v\ (containing 64 Tabn)|

4 Manth 7 Tabvs X 30 Days= 60 Tabs* 8 Strips [containing 64 Tabs) -

”"-.‘.~
5 Month 2 Tabs X 30 Days= 60 Tabs* 8 Strips (contaiming 64 Tabs) S\-.“ <

Type P2 & Month 2 Tabs X 18 Days= 36 Tabs 7 S1rips (contalving 16 Tabs| \\\\

Total 536 Tabns 42 Strips

* Batance tblats (4 in each manth) from 1-5 Manth will be adjusted in the 6 month 16 complete the Monthly drug box

cosage af last month
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For Age Group 12 & above

Regimen Box Monthly Dosage Requiternent | Strips to be included in the box
Large box
containing 14
small boxes
1 Month 4 Tabs X 30 Days= 120 Tabs 15 Strips
2 Manth 4 Tabs X 30 Days= 120 Tabs 15 Strips
3 Month 4 Tabs X 30 Days= 120 Tabs 15 Strps
Type C1
4 Manth 4 Tabs X 30 Days= 120 Tabs 15 Strips
5 Month 4 Tabs X 30 Days= 120 Tabs 15 Strips
Type C2 & Manth 4 Tabs X 18 Days= 72 Tabs 9 Strips
\_ Monthly drug box
Tatal 672 Tabs B4 Strips N

1.7 Repackaging/Reconstitution and use of partially used Second Line Drug Boxes, BDQ
and DLM

In case of default/death/transferred-out/treatment stopped patients, unconsumed boxes
shall be brought back from Treatment centre to PHI to TU to DTC within the shortest
possible time. The unconsumed box returned to the DTC should be updated in Nikshay
Aushadhi. All loose drugs remaining in the boxes received back shall be accounted for in the
Stock register and Nikshay Aushadhi at the DDS and same will be issued as per FEFO
principles to either N/DDR TBC or for use as loose drugs or for repackaging into monthly
boxes;

Partially used BDQ bottle shall be sent back to SDS where repackaging will also be done.
Remaining tablets in the bottle received back shall be accounted for in the Stock register
and Nikshay-Aushadhi at SDS. Upon reconstitution, the bottle shall be accounted for in the
Stock register (loose tablets to be mentioned in remarks column) to be issued as per FEFO
principles. When reconstitution is done, tablets of same expiry can be considered using
same container to a maximum of 188 tablets. These reconstituted containers shall be used
for treatment of subsequent patients found eligible for Bdq. This reconstitution exercise
should be done at the SDS. All such drugs that are taken from the new containers shall be
collected as a group of 188 tablets of same expiry and put in a light resistant container as
per advice from the manufacturer. The actual expiry of tablets should be mentioned over
the container;

In the event of SDS falling short of 188 tablets from an expiry batch, reconstitution can still
be done using number of tablets to complete 188 tablets with another expiry batch. In such
a case, tablets of the respective expiry should be retained in their same respective
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containers and issued to patients and providers with counselling to consume the tablets
with the nearest expiry first; and

e If expiry of remaining tablets is less than six months, the same shall be consumed at NDR
TBC for admitted patients. It will be adjusted from the new long expiry bottle on discharge.

The unconsumed box returned to the DTC should be updated in Nikshay Aushadhi. All loose
drugs remaining in the boxes received back shall be accounted for in the Stock register and
Nikshay Aushadhi at the DDS and same will be issued as per FEFO principles to either DR TBC
or for repackaging into monthly Type A or B boxes. On Nikshay Aushadhi Unconsumed/
Partially consumed boxes returned from PHI will be updated in “Unpacking Box” option. Steps
for unpacking of Unconsumed/ Partially consumed boxes returned from PHI on Nikshay
Aushadhi are as follows:-

Path: Services->Packaging/Re-Packaging—> Packaging/Re-Packaging—>Box Modification
->Box unpacking

= B NIKSHAY AUSHADHI

Central Tuberculosis Division
[ Task List | = Home Menu |

"V Services

Annual Demand
Issue Dispatch
Drug Request Management
Modification and BackLog
Stack eI
Packaging/ Repackaging
+ Box Preparations
< Box Modification
< Box Modification
< Box Unpacking

++ 4+ 44+

+ Miscellaneous

1. Select Store Name as any SDS, TB Sub Category
2. Select Drug/ Box Name.
3. Click on Go Button.

= B NIKSHAY AUSHADHI

Contral Tubercolosts Divisian

Tosk st | fioee Meos | Bax Unpacking &
Box Uepackisg oy
*Sheew Name | SDS Dely v Duate wad Tirve 23 May-J019E7;27:43
T8 Catagary | S0c003 Line vug v ST Sublatogary | Corvormonal MDA TB Regkman
*Drwg/Bin e | Corvercianal MOR TR Regeran Type & (v o

Sedect Value

D —————————— :
Corvwemgrgl MOR TH Ragrmen Tige A (1840 Kg) (3RA7) Bach
e
E o MR, T gy (MadBed ) Tepw A (1475 Kg) [WCRAL)
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4. Select the check box of Box Batch No. you want to unpack.

Welcomn, Sde Defhl

= B NIKSHAY AUSHADHI
W

Central Tubervudasls Devistan
Tk Lot boe Mers | Nox Unpacking «
“Shore Mame | 505 el
0 Catepery | Sacond Lw Drug
*Drwg Box Mame | Camventions MO T Regmee Tyow A (v

0

Dt and Tire 24 My 2019/10.14 37
18 SubCetegory | Conyentansl MDR TH Regeren -

- IEaaecesoss

5. On selecting the check box, Drug details of the box will appear.

6. Select the checkbox of drug you want to unpack and write the physical quantity of drug you

received for unpacking of box.

NIKSHAY AUSHADHI

Welinme, Sds Deli

Central Tuberrulosis Diviskor

Tash List | Hares Nates | Bl Uegathing « [~
*Store NMamm | SDS Deby v Debe and Time 2400, 2019/10 14:37
18 Categury | Second Une Drvg o v TT0 Sublategory | Convertiond NOR TS Regami v
*Orug/Rox Mame | Convantonal MOR TE Roamen Typo A |« (Go)
— Batth Deails
| Bazch | Momteason O | Sxgary Dew | “Shack Oty | Thsch Btaters |
T T —
o 18002 11059 w970 1 Actws
— iy Dol - -
o of Rowes 1o be npacked 1
I=e=l T e | Srrerge | Sateh o | trary Cave | sy | E
4 Crovesane 20ng PCIG 1) WG COR1AIENS M2t %0 Cap (30 =
¥ Enarouel 800 Mo FCHE 00 W3 £431 12020 070 |15
¥ Pmssass 3img FCIY 05 EPASENIA Y202 s 30 v

Rumma k(M any)

T e T .,

7. Repeat the exercise of drug select and write the physical quantity of Drugs.

8. Click on Save button. Next screen will be appeared with the message “Box Unpackaged

successfully for Store (SDS).

i i NIKSHAY AUSHADHI
l

Central Tuberculosis Division

Task List

Home Meru | Box Uspacking »

Box Unpacking

*Store Name  S0S Dehy

TB Category First Line Drug

*Drug/Box Name | Szlect Vahe

v Date and Time 24-M3y-2019/10:21:13
v *78 SubCategory | Adut_Pediatiic
v @

1.7.2 Reconstitution of Bedaquiline Drug.
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Partially used BDQ bottles shall be sent back to SDS where repackaging will also be done.
Remaining tablets in the bottle received back shall be accounted for in the reconstitution register
and Nikshay Aushadhi at SDS.

Upon reconstitution, the bottle shall be accounted for in the Stock register (loose tablets to be
mentioned in remarks column) to be issued as per FEFO principles. When reconstitution is done,
tablets of same expiry can be considered using same container to a maximum of 188 tablets.
These reconstituted shall be used for treatment of subsequent patients found eligible for Bdg.
This reconstitution exercise should be done at the DDS. All such drugs that are taken from the
new containers shall be collected as a group of 188 tablets of same expiry and put in a light
resistant container as per advice from the manufacturer. The actual expiry of tablets should be
mentioned over the container;

« In the event of SDS falling short of 188 tablets from an expiry batch, reconstitution can still
be done using number of tablets to complete 188 tablets with another expiry batch. In such a
case, tablets of the respective expiry should be retained in their same respective containers
and issued to patients and providers with counselling to consume the tablets with the nearest
expiry first; and

o If expiry of remaining tablets is less than six months, the same shall be consumed at NDR
TBC for admitted patients. It will be adjusted from the new long expiry bottle on discharge.

1.7.3 Reconstitution of Delamanid Drug.

e In the event of loss to follow up or death or discontinuation of Delamanid for any reason,
the leftover tablets will also be returned back to the DDS.

e These drugs would be taken back in stock and used under the supervision as per Batch
No. & expiry.

e Batch No. & expiry needs to be labelled properly on the box.
e The existing records and reporting formats for second-line drug supply chain

management will be used to enter details about Delamanid storage, issue and
reconstitution in conjunction with other second-line drugs.

Physical Verification and Reconciliation of Drug Stock

This section of the manual deals with procedures to be followed for the physical verification and
reconciliation of anti-TB drug stocks at the Drug Stores and immediate next steps for dealing
with discrepancies determined, if any. The procedures recommended are generic and can be
extended to all locations maintaining significant inventories of anti-TB drugs.

Overview
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Physical verification of the inventory of anti-TB drugs and reconciliation thereof with store
records shall be carried out under the supervision of the concerned officer-in-charge at the State,
DTC, TU & PHI drug stores at the following times:

1. Regularly at the end of each month

2. Surprise checks during the year

3. At the year-end

Procedures recommended for the above are detailed in the paragraphs that follow:

Monthly Verification and Reconciliation

The SDS Storekeeper shall perform the following activities under the supervision of the
concerned officer-in-charge on the last working day of every month:

1. Count and determine the number of Cartons / Boxes / Strips physically available at the store,
for each of the drugs dealt with by the programme and record details thereof in the Physical
Verification Sheet.

2. Also record the number of Cartons/ Boxes/ Strips that should be available at the SDS as per
the Stock Register (SR), for all drugs as above.

3. Determine and record discrepancies between stocks as per physical count and the SR, in the
PVS.

4. Attempt to eliminate discrepancies between stocks as per physical count and the SR through
a process of reconciliation. The following common causes for discrepancies should be
checked/ considered during the reconciliation process:

a.  Confirm that all transactions have been properly incorporated in the SR viz.:

i.  Determine all transaction documents for the specified period on the basis of first
and last pre-numbered authorized documents. For example, consider all Issue
Vouchers pertaining to the SDS for the particular month, etc.

(Note: The above steps would readily apply only to issues, where Issue Vouchers
are consecutively numbered. In the case of receipts- there are multiple source
documents e.g. GMSD Issue Voucher, CTD-RO, SIV of transferor stocking unit,
etc. and these are not consecutively numbered for the store.

For such cases, Store shall have to request each consignor to list all transaction
documents raised by them during the period, so that these can be traced into the
SR.)

ii.  Transaction documents in respect of receipt have not been posted to the SR.

b.  Confirm that all pre-numbered documents for receipts and issues for the period have
been posted to the SR.

c. Check totals of all receipts and issues, ensuring that there are no arithmetical
inaccuracies.
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5. The concerned officer-in-charge shall review and sign-off the PVS after thorough
verification, comprising the following steps:

a.  Validate that all receipts & issues have been recorded in the SR, based on first and last
and/or discrete numbers of related documents confirmed by the suppliers.

b. Compare transaction entries in the SR with related documents such as the set of
documents received along with/ after the receipt of drug consignment, etc.

c.  Verify that details of Batch numbers, Date of Manufacture and Date of Expiry of drugs
are consistently recorded in the SR at the time of receipt of each consignment. Also that
the SR indicates expiry details in respect of drugs available in inventory.

d.  Confirm evidence of periodic, independent checking of the SR through the recording of
observations/ comments and signatures of concerned programme officers.

e.  Compliance with key best practices such as First Expiry First Out (FEFO).

6. Un-reconciled discrepancies determined through the above process should be reported to the
STO and CTD.

(Note: In the case of shortages, steps must be initiated for recovery of the cost of discrepant
drugs from the person responsible. If the STO assesses there is genuine reason for the
discrepancy, he may recommend waiver of recovery to the Competent Authority. Only the
Competent Authority for the State should authorize waiver of recovery. This should be
allowed in exceptional cases only).

Pursuant to review as above, the PVS shall be forwarded to the CTD in the first week (i.e. by the
7th day) of the next month.

Surprise Checks during the Year

The concerned officer-in-charge & any other Senior official may conduct surprise verification of
drug stocks at each of the State Drug Stores in the state.

Procedures to be followed for surprise verification shall be on similar lines described above for
monthly verification.

PVS documenting outcomes of physical verification and reconciliation should be immediately
sent to CTD, in case of unexplained discrepancies.

Year-end Verification and Reconciliation

Procedures described in above paragraphs for monthly verification are also to be repeated on the
last working day (i.e. March 31) of every financial year.

The PVS documenting outcomes of this exercise shall be sent to CTD in the first week (i.e. by
the 7th day) of April.

(Note: Cases of shortage or damage to drugs, due to rodents/ pests/ fire/ seepage/ pilferage or
expiry of drugs found during physical verification, shall be fully investigated by the STO'’s Olffice
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and reasons for the same incorporated in the year-end PVS, prior to forwarding to Central TB
Division.
Copy of PVS prepared at the time of monthly/ surprise check/ annual physical verification of

drug stocks should be filed securely/ hard bound periodically and available with the SDS at all
times).

Recording in Nikshay Aushadhi

Path: Services—> Stock Management-> Physical Stock Verification

NIKSHAY AUSHADHI

Comtral Vulmrvidoes Hislnnse

Service e Roports
' . '

o Window will display, select store name

¢ Click GO, following screen will appear; enter counted quantity, enter remarks
(clicking # key) in case of discrepancy.
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NIKSHAY AUSHADHI
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ITC ) P00 & WTH| ST e secza . e d - (1] 8] L . .
f »* i - ~ v

[ (R °

e Add new batch, if any and click on Add button

¢ Click on FINAL SAVE button, phycisal stock verification request will be
generated :-

P Memdewey Fiokitil Ns brwe  Revere Brwcers will Ae Acwvesed ol sewch veryiomnon roomplosed
0 W nan, B Conel, W sck Lydetes, W 3e, B vl aw tlaved

P Dt Keguew

¥ @ i Dbovncr Lintuss Vi Que Sacond WRT dhow (v Grven Colr

no. [y m 8 2a o8 "

¢ Refresh the page and select GO

e Following screen will appear, select green button ‘S’
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Check the details and enter remarks

Click SAVE Button, voucher generated
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Nikshay Aushadhi Mobile Application
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An android based mobile application on Nikshay Aushadhi has been developed
which can be easily downloaded from Google Play Store with the name ‘Nikshay
Aushadhi’ or through the link available on Nikshay Aushadhi website.

<= Nikshay Aushadhi 9,

Nikshay Aushadhi
CDAC Noida

% Dt‘)""S J.
TR e B INSTALLED
= Nikshay
r P Revised National TB control Program (RNT..
B c4mB-a3-

Steps to follow for login through Mobile application

= Each user has been given a login id to manage their own store at State, District
and Sub District levels. User can enter into Nikshay Aushadhi application
through valid credentials (Username and Password).

= User has to enter valid ‘Username’ and ‘Password’ and click on ‘Login’ to begin.

= The user must be careful while entering the credentials; incorrect entry will result
in login failure.
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The following features are made available to a user in Nikshay Aushadhi mobile

app:

Status of pending tasks can be seen at one place.
Drug stock (Inventory) to verify the stock and status of the drugs.

User can check the stock detail of any drug at its sub-stores by Drug
Locator.

Additional drug request (ADR) can be raised.

Drugs can be issued against the generated requests.

Issued drugs can be received through acknowledge.

Drugs can be issued to Patients from system.

Barcode scanner is also given to Receive and Issue drugs to Patient.

Contact detail of every store is provided.

i ; ’Sd‘ Daihi

Home

%

Stock Detaill

Drug Locator

Drug Request (ADR)
Dispatch Detail
Acknowledge Desk
Issue To Patient

..... Contact Details

Dm0l

C

Logout
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Issue to Patient through mobile app

= A PHI user can issue drugs to patients by two methods: With Notification ID and
Without Notification ID.

= If the patient is registered under ‘Nikshay’ application, then enter either ‘Patient
Notification ID’, ‘Patient Name’ or ‘Mobile Number’.

= Select the drug from ‘Drug Finder’ and enter the quantity to be issued. Click on ‘Save’ to
issue the drug

Nikshay Aushadhi "j

Issue To Patient

Issue to Patient without Notification 1D

= In case patient does not have a notification id, ‘Without Notification’ form will be used,
given on the top left corner.

= Enter the details of the patient such as Name, Age, Gender, Reference ID, Mobile
Number and address.

= Select the drug from ‘Drug Finder’ and fill the quantity to be issued. Click on ‘Save’ to
issue the drugs.

98
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“ Winhowut Motifcution

Inaus Date

Frore Nama:  Sdes Dein

Issue of drugs usimg barcode

= User can also use a barcode scanner to directly scan a barcode printed on the drug
packing.

= To scan a barcode, click on ‘Scan’ button in drug finder. Scan the barcode and the system
will automatically show the details of the drug.

= The scanned drug must be in the inventory of the store.

T MR ARTM ALY
mSTR-LPs )|
S (W3 K0T
PO ety
e paTe e

I

(I

99




