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1. [bookmark: _Toc44317450]Instructions to prepare yearly forecast

Note: These instructions apply to endTBO2 and Q-study (forecast for the two trials must be handled separately)

Step 1 – Adapt control arm regimens to include last updated WHO recommendations
 https://www.who.int/tb/publications/2019/consolidated-guidelines-drug-resistant-TB-treatment/en/
https://www.who.int/tb/publications/2019/rapid_communications_MDR/en/
Please see also assumptions shared by the central team and adapted to the site by site PI

[image: ]    Step 1 should be performed after discussion with clinicians, Study Co and PI. 
1. If you are using a specific single drug file for the control arm please adjust percentage for each drug (see example below).

[image: ]

1. If you use the multidrugs regimen file for the control arm (together with multidrug regimen of the experimental arm)
· Change or create the most likely regimens for the control arm taking into consideration the new WHO GL, Co-PI and site PI recommendations. 
· Modify the control arm regimen for patient who are already under treatment (after discussion with clinicians/PI as we should ensure that the patient will remain in the study despite the changes)
(see example below):
[image: ]

Step 2 – Check expected cases

Check with Study Co (and/or Central Clinical Trial Pharmacist) that the expected cases per month are according to the last update monthly randomization projection and revise distribution of expected cases in multidrug regimen file and in single regimen file (if still maintained).

Step 3 – Update stock on hand
Update the stock on hand based on the last inventory report.

[image: ]

Step 4 – Change parameters

Please change parameters as indicated below (as an exemple). Parameters to be indicated by the Clinical Trial Pharmacist.

 [image: ]

Step 5 – Execute quantification
Click on Execute Quantification
Click on Order and Schedule
Click on Schedule
Select Bi-annualy (Schedule of orders)

[image: ]

Consider only the order covering the forecasting period. 
In this example you will have to compile the quantities for 2019 only meaning  order #2 and order #3 only.
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Step 6 – Consolidate quantities
To consolidate the quantities, use the QuanTB function “export to Excel”. 
If you use two files one for single drug control arm and one for multidrugs regimen experimental arms, do not forget to consolidate the quantities from the two files.
Once you have extract data in Excel and consolidate all the data, copy the total in the attached excel template. 





Note 
Quantification is also required for two ancillary medicines:
EPOETIN ALFA, 10 000 IU/ml, 1 ml, graduated syringe
PYRIDOXINE hydrochloride (vitamin B6), 50 mg, tab.
(PYRIDOXINE hydrochloride (vitamin B6), 100 mg, tab.)

For Pyridoxine you can also use QuanTB as explained in the following communication 




2. [bookmark: _Toc44317451]How to download Certificate of Analysis from MSF logistique website. 

https://www.msflogistique.org/

1) Click Extranet upper corner right


[image: ]
2) Click WWWOP


[image: ]


3) Click on the UK flag
Enter
ID : msflogistique
Password : bordeaux

[image: ]

4) Click general info
Select : 
Order tracking
Edition  of Analysis Certificate (CoA)


[image: ]

5) Click here to launch the request (see arrow)
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6) Enter packing list number (ex 135201)


[image: ]
7) “Filtrer” and download CoA





3. [bookmark: _Toc44317452]How to post a complaint to MSF logistique online. 

https://www.msflogistique.org/

1. Click Extranet upper corner right


[image: ]
1. Click WWWOP


[image: ]


1. Click on the UK flag
Enter
ID : msflogistique
Password : bordeaux

[image: ]

1. Click general info
Select : 
 Supply Info
Complaints



[image: ]

1. Click here (see arrow)

[image: ]


1. Complete the form and do not forget to add the logtag records. 







4. [bookmark: _Toc44317453]How to check data logger battery residual life. 

On the data logger itself the LEDs will give some indication on the battery. 
 
[image: ]

It is also indicated by the computer when you connect the USB datalogger

[image: ]

EasyLog 21CFR Operational Guide






NOTE: This work is licensed under the Creative Commons CC BY-SA by the endTB Research Partners. To view a copy of this license, visit: https://creativecommons.org/licenses/by-sa/4.0/. More information about this copyright is available in the endTB website: https://endtb.org/ in the “Toolkit” section.
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2019 forecast  template


2019 forecast template
2019 template

		Forecasts of drugs for DR TB treatment for 2019



		Section (PIH, OCB, OCG):

		Country:

		Date:

						Forecast
2019		Comments

				Item description

		DR TB ADULT FORMULATION

		GROUP A

		DORALEFL2T-		LEVOFLOXACIN, 250 mg, tab.

		DORALEFL5T-		LEVOFLOXACIN, 500 mg, tab.

		DORAMOXI4T-		MOXIFLOXACIN hydrochloride, eq 400 mg base, tab.

		DORABEDA1T-		BEDAQUILINE, 100 mg, tab.

		DORALINE6TB1		LINEZOLID, 600mg, breakable tab., blister



		GROUP B

		DORACLOF1C-		CLOFAZIMINE, 100 mg, soft caps.

		DORACYCL2C1		CYCLOSERINE, 250 mg, caps.

		DORATERI2C1		TERIZIDONE, 250mg, caps., blister



		GROUP C

		DORAETHA4T1		ETHAMBUTOL hydrochloride (E), eq. 400 mg base, tab. blister

		DORADELA5T1		DELAMANID, 50 mg, tab., blister

		DORAPYRZ4T1		PYRAZINAMIDE (Z), 400 mg, tab., blister

		DINJAMIK5A-		AMIKACIN, 250 mg/ml, 2 ml, amp.

		DORAETHN2T-		ETHIONAMIDE, 250mg tab.

		DORAPRON2T-		PROTHIONAMIDE, 250 mg, tab.

		DORAPASA4S2		PARA-AMINOSALICYLIC acid (PAS),del.rel.gran, 4g, sach.(25°C)



				Non- core Adult MDR-TB regimen agents

		DORAISON3T1		ISONIAZID (H), 300 mg, tab., blister

		DORAISON1T1		ISONIAZID (H), 100 mg, tab., blister



				No longer recommended in Adult MDR-TB regimen agent

		DINJKANA1V- 		KANAMYCIN SULFATE, eq.to 1 g base, powder, vial

		DINJCAPR1V-		CAPREOMYCIN sulfate, eq. 1 g base, powder, vial



		OTHERS

		DINJEPOA1S-		EPOETIN ALFA, 10 000 IU/ml, 1 ml, graduated syringe

		DORAPYRI5T-		PYRIDOXINE hydrochloride (vitamin B6), 
50 mg, tab.

				PYRIDOXINE hydrochloride (vitamin B6), 
100 mg, tab.
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Pyridoxine  quantification.msg


Pyridoxine quantification.msg
Pyridoxine quantification

		From

		Sandrine Cloez

		To

		Seyfu Abebe; Danleen Hongoro; MSFCH-Osh-TB; Anel Belgozhanova; Kiren Hafeez; Tello Ranoosi

		Cc

		Dalicxa Melody Garcia Pasco; Daniel Fernando Davalos Peve; Monica Moschioni; O'Brien, Kelsey E

		Recipients

		sabebe@pih.org; djhongoro@gmail.com; MSFCH-Osh-TB@geneva.msf.org; abelgozhanova@pih.org; kiren.hafeez@tih.org.pk; tranoosi@pih.org; dgarcia_ses@pih.org; ddavalos_ses@pih.org; Monica.Moschioni@paris.msf.org; kelsey_obrien@hms.harvard.edu



Dear all, 



 



PE team is using QuanTB to estimate Pyridoxine needs. 



Indeed (as per SOP SP-018-CT) all patients taking :



- Lzd should receive at least 50mg of pyridoxine daily,



- or Inh should receive at least 50mg of pyridoxine daily,



- or Cs or Trd  should receive at least 50mg of pyridoxine daily for every 250mg of Cs or Trd



 



There is two ways to do it either create two separate files for Pyridoxin as you can see in PE files attached or using the same QuanTB files than for Tb drugs but adding systematically Pyridoxin in regimen containing Lzd or inh or Cs/Trd. 



 



Please could you include Pyridoxin in your next quanTB monthly reports and order unless you have a better way to follow consumption and calculate forecast. 



 



Best regards, 



Sandrine
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(correlation between the certificate batch n° and the MSF Logistique packing-list) and for the appropriateness of diffusing the
certificates to the authorities.

To obtain missing certificates or for further information, please contact the Operations department at MSF Logistique.
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b With the MSF Logistique packing-list reference, you can publish the medical analysis certificates of the drugs packed.

The medical coordination of the country concerned is responsible for checking the published certificates (correlation between the certificate batch
appropriateness of diffusing the certificates to the authorities.
To obtain missing certificates or for further information, please contact the Operations department at MSF Logistique.
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Medecins Sans Frontieres Logistique - Non profit association OPERATION REFERENCE : N° 104368

3 rue du Domaine de la Fontaine -33700 Mérignac - FRANCE Opération date : 11/03/16
Siret 339 349 771 000 40 -VAT FR 84 339 349 771
’ l stF TéLl. +33 (0) 5.56.13.73.73 PACKING LIST © N° 135201

E-mail : office@bordeaux.msf.org Packing date : 06/07/16
BDX
LOGISTIQUE
INVOICE FOR: FRO1MFR DESTINATION OF GOODS : GEO4MFR DESPATCH TO : GEOIMFR
MSF FRANCE MEDECINS SANS FRONTIERES MEDECINS SANS FRONTIERES
8, RUE SAINT SABIN ENDTB CLINICAL TRIAL GEORGIA OFFICE TBILISI

19 a TABUKASHVILI STREET

75544 PARIS CEDEX 11 . 0108 TBILISI
FRANCE 01 40 21 29 29 GEORGIA GEORGIA (995)32 99 94 19
01 48 06 68 68 (995)32 99 94 19
YOUR REFERENCE: 16/004/FR/GE104 CLINICAL TRIAL
Code number Item desc: tion Tot. Unit Qty Pack qty Unit/Pack Batch no Exp.Date
Parcel No : 1 to 1 1 Parcel(s) Total volume: 160 dm3 Total weight: 43.000 Kg Containing:
DORAMOXIAT- MOXIFLOXACIN hydrochloride eq. to 400 mg base , tab. 935 = 187 X 5 MXF115003 30/04/18
DORACYCL2C1 CYCLOSERINE 250 mg caps. 1,200 = 12 X 100 1605434 15/11/18
DORAPYRZATL PYRAZINAMIDE (PZA), 400 mg, tab., blister 3,360 = 5X 672 16TPF012B 30/03/20

EDDCTACU1-- TABLET CUTTER, stainless steel blade 5 = 5 X 1
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A partir d'une référence de packing-list MSF Logistique, vous pouvez éditer les certificats d'analyses médicales des médicaments packés

La coordination médicale du pays concerné est responsable de la vérification des certificats édités (correspondance entre les n° de lot des certificats et de la packing-list MSF Logistique)
pertinence de diffusion auprés des autorités.

Pour obtenir d'éventuels certificats manquant ou pour toutes informations complémentaire, merci de contacter votre interlocuteur(trice) habituel(le) du secteur opération de MSF Logistic

ERTIFICATS DISPONIBLES

RT CODE 4 SOUS-DOSSIER 4 CODE ARTICLE ENCODE 4 LIBELLE % NeLOT # URL 4 TAILLE FICHIE
JORADELAST1 DORA B1413572-DELA5T1-0920 DELAMANID, 50 mg, comp., blister B1413572 ‘ 150.9 Ko

ERTIFICATS MANQUANTS

AMILLE % CODE ARTICLE ENCODE
ucun certificats manquant

TOUuT

Taille du fichier : 130.69 Ko Cliquer sur I'icéne ZIP pour télécharger tous les certifs.

Estimation du temps de téléchargement par :
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You have come accross a problem concerning an order delivered by MSF Logistique (parcel missing, item damaged, item
quantity non conform (1), break in the cold chain, etc.).

You have comments concerning the quality of products provided by MSF Logistique (pru?(cts used or present in your stock).

You have remarks regarding any services provided by MSF Logistique (organizatio: Tansport or delivery shipped directly
from the manufacturer, reliability of information, quality of software tools (2), etc.).

Inform (6) MSF Logistique (3) creating a statement (4) \click here to6pen the form (5)

For the MSF section using the "Order Web Portal”, a claim concerning an order received must be sent through the function "declare
a problem" (page Shipment/Shipment follow-up).

To check the progress of your statement, click here ...
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DECLARATION FORM

(%) Required field

Identity
Name/Firstname *
Function *
E-mail address *
Organization/MSF section * v
Country (program) * v

Declaration

Your declaration is about * v

Comment (detailed description of the
problem, the default, the receipt
context, etc.) (4000 max)

(> et < interdits)

————20o——————Additional information———————————
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NoLEDs flash
The datalogger s stopped,the battery is ampty o thre s no battery.

DualRed flas (every 60 seconds)
The data logger battry s running ow 3z it votage has dropped below 2.9V
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‘When communicating with the data logger, the PC will detect if the battery is in need of replacing.

1. The fist state is a 'BATTERY LOW" warning,

The data logger willstill work in this state but the battery has a very limited lfe.

2. The final state is a "BATTERY CRITICAL' warning.

‘The data logger has stored any readings taken and safely shut itelf down. No more readings will be logged and
the battery MUST be replaced.




