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ORDER FORM & TECHNICAL AGREEMENT
SECTION A. CONTACT DETAILS
	Country:
	

	Contact person:
	

	Position:
	

	Organization:
	

	Address:
	

	Telephone:
	

	Fax:
	

	Email:
	


SECTION B. NUMBER OF CASES EXPECTED TO BE TREATED UNDER DOTS
Period drugs will be used:  Year 
Date drugs required: Date/Month/Year 
NB: Tables 1a and 1b below indicates the total number of patients to be treated in the country (column A) in the next 12 months and the portion of these to be treated using GDF drugs (column B) that will be supplied as part of this Agreement. 

Table 1 a : Number of ADULT cases and contacts expected to be treated under DOTS

	
	A
	B

	Treatment Category
	Regimen
	Total number of adult cases NTP expects to treat under DOTS using drugs from ALL SOURCES
	Total number of adult cases NTP expects to treat under DOTS using drugs from GDF

	I
	
	
	

	II
	
	
	

	III
	
	
	

	Prophylaxis
	6/9/XH 
	
	

	Buffer stock required for cases under column B: YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 

If YES indicate percentage here: percent number %*


* This buffer stock percentage is applied to drug quantities calculated for supply as indicated in "products to be supplied" table below. 
Table 1b: Number of PAEDIATRIC cases and contacts expected to be treated under DOTS

	
	A
	B

	Treatment Category
	Regimen
	Total number of paediatric cases NTP expects to treat under DOTS using drugs from ALL SOURCES
	Total number of paediatric cases NTP expects to treat under DOTS using drugs from GDF

	I
	
	
	

	II
	
	
	

	III
	
	
	

	Prophylaxis 0-2 years
	6/9/XH
	
	

	Prophylaxis 3-5 years
	6/9/XH
	
	

	Buffer stock required for cases under column B: YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 

If YES indicate percentage here: percent number%*


* This buffer stock percentage is applied to drug quantities calculated for supply as indicated in "products to be supplied" table below. IF PAEDIATRIC ORDER Due to limited shelf-life of paediatric drugs, buffer stock for paediatric formulations should not surpass 20%. 

SECTION C. PRODUCTS 

Formulations and quantities of drugs to be supplied:

· GDF calculates quantity of tablets/vials based on the data provided by the country: regimens, drugs formulation, number of patients.

· Please note that all calculations are based on the assumption of 28 days/per month of drug administration.  
Table 2: Products and quantities to be supplied

	Product
	Total quantity of tablets/vials
	Packaging (number of tablets/vials per unit)
	Quantity of units TO SUPPLY*

	Rifampicin 150mg/Isoniazid 75mg/ Pyrazinamide 400mg/Ethambutol 275mg

(RHZE 150/75/400/275)
	
	Loose (1000)   FORMCHECKBOX 

Blister (672)    FORMCHECKBOX 

	

	Rifampicin 150 mg/Isoniazid 75 mg/ Ethambutol 275mg

(RHE 150/75/275)
	
	Loose (1000)   FORMCHECKBOX 

Blister (672)    FORMCHECKBOX 

	

	Rifampicin 150mg/Isoniazid 75mg

(RH150/75)
	
	Loose (1000)   FORMCHECKBOX 

Blister (672)    FORMCHECKBOX 

	

	Rifampicin 150mg/Isoniazid 150mg

(RH150/150)
	
	Loose (1000)   FORMCHECKBOX 

Blister (672)    FORMCHECKBOX 

	

	Ethambutol 400mg/Isoniazid 150mg

(EH400/150)
	
	Loose (1000)   FORMCHECKBOX 

Blister (672)    FORMCHECKBOX 

	

	Ethambutol 400mg

(E 400)
	
	Loose (1000)   FORMCHECKBOX 

Blister (672)    FORMCHECKBOX 

	

	Isoniazid 300mg

(H 300)
	
	Loose (1000)   FORMCHECKBOX 

Blister (672)    FORMCHECKBOX 

	

	Pyrazinamide 400mg

(Z400)
	
	Loose (1000)   FORMCHECKBOX 

Blister (672)    FORMCHECKBOX 

	

	1 g of Streptomycin Sulphate

(S 1)
	
	Vials

(100 vials per unit)
	

	Water for injection of 

Streptomycin Sulphate, 5ml
	
	Vials

(20 vials per unit)
	

	Hypodermic syringe 
(AD: Auto Disabling)
	
	Syringes and needles (100 per unit)
	


*Includes buffer stock indicated in table 1 a/b.

	Patient Kits
	Packaging (number of tablets/vials per unit)
	Quantity of units TO SUPPLY*

	Category I & III Patient kits (Type A)

for the treatment regimen:

2(RHZE)/4(RH)

2(R150/H75/Z400/E275)/4(R150/H75)
	Oral drugs in blister packs 
	

	Category I & III Patient kits (Type B)

for the treatment regimen:

2(RHZE)/6(EH)

2(R150/H75/Z400/E275)/ 6(E400/H150)
	Oral drugs in blister packs 
	

	Category I & III Patient kits (Type C)

for the treatment regimen:

2(RHZE)/4(RH)3

2(R150/H75/Z400/E275) / 4(R150/H150)3
	Oral drugs in blister packs 
	

	Category II Patient Kits (Type A1)

+ (AD) Auto Disabling syringes

for the treatment regimen

2S(RHZE)/1(RHZE)/5(RHE)

2S(R150/H75/Z400/E275)/1(R150/H75/Z400/ E275)/5(R150/H75/E275)
	Oral drugs in blister packs, streptomycin and water for injection, syringes
	

	Category II Patient Kits (Type B1)

+ (AD) Auto Disabling syringes

for the treatment regimen

2S(RHZE)/1(RHZE)/5(RH)E

2S(R150/H75/Z400/E275)/1(R150/H75/Z400/ E275)/5(R150/H75) E275
	Oral drugs in blister packs, streptomycin and water for injection, syringes
	


*Includes buffer stock indicated in table 1 a/b.

	Paediatric Formulations
	Total quantity

of tablets
	Packaging (number of tablets/vials 

per unit)
	Quantity of units 

TO SUPPLY*

	Rifampicin 60mg/Isoniazid 30mg/ Pyrazinamide 150mg, Tablets, Dispersible

RHZ(60/30/150) 
	
	Blister (84)   FORMCHECKBOX 


	

	Rifampicin 60mg/Isoniazid 30mg, Tablets, Dispersible

RH(60/30)
	
	Blister (84)   FORMCHECKBOX 


	

	Rifampicin 60mg/Isoniazid 60mg, Tablets, Dispersible

RH(60/60)
	
	Blister (84)   FORMCHECKBOX 


	

	Isoniazid 100mg

Tablets, Breakable

(H100)
	
	Loose (1000)   FORMCHECKBOX 

Blister (100)    FORMCHECKBOX 

	

	Pyrazinamide 150mg

Tablets, Breakable

(Z150)
	
	Loose (1000)   FORMCHECKBOX 

Blister (100)    FORMCHECKBOX 

	

	Ethambutol 100 mg

(E100)
	
	Blister (500)    FORMCHECKBOX 

	


*Includes buffer stock indicated in table 1 a/b.

Section D. procedure and timeline for supply of drugs
Table 3a: Contacts 

Please ensure that the full contact details are provided including name, address, telephone, fax, and email address.

	1) Consignee person/authority:  
	                              

	2) Person/authority responsible for Tracking Drug Shipments on the GDF internet-based Order Management System:

(Username and password will be provided as an email notification as soon as the order is placed)
	                              

	3) Person/authority responsible for Drug Registration: 
	                              

	4) Person/authority responsible for Drug Shipment Authorization: 
(Above person will be contacted via email when shipment is ready to be shipped. Authorization will be required before the shipment is dispatched)
	                              


Table 3b: Delivery and importation details 

The Preferred date(s) of Delivery specified by the Programme in Table 3b should indicate when the Programme needs GDF supplied anti-TB drugs to arrive in-country. It should reflect as closely as possible what has been agreed between the Programme and the GDF mission team as the dates required to ensure sufficient anti-TB stocks are maintained at the central, regional and peripheral Programme levels.

GDF will aim to accommodate the delivery date(s) requested but cannot guarantee that delivery will occur, in every instance, on the date(s) requested. 

The Final Estimated Time of Arrival (ETA) will be determined when the actual order(s) for anti-TB drugs is (are) placed, which is based on when the client signs purchase Contract with the GDF Procurement Agent and transfers the required funds or Bank Guarantee as stipulated in the Contract. The final ETA will be conveyed to the client as soon as the final order(s) for anti-TB drugs listed in this Agreement is (are) placed and confirmed by the suppliers. This Order Form is NOT the Purchase Contract.
	1) Preferred date(s) of delivery (1)
	                               

	2) A) Preferred port/airport of delivery 

       and 



B) Preferred mode of shipment (AIR or SEA)
	A)                               
B)                               


	3) Advance notice required (if any)

(NB: Standard shipping and quality documents are usually only available 2 weeks before goods are shipped. If more advance notice is required, this will result in longer lead times for the order)
	     number of weeks   

	4) What is the source of the funds being used to purchase these drugs/products (i.e. Global Fund, Government, etc)?
	                              

	5) Documentation needed to accompany consignment. 

(Please check the appropriate box) 
	 FORMCHECKBOX 
 Airway bill/bill of lading
 FORMCHECKBOX 
 Certificate of analysis 

 FORMCHECKBOX 
 Certificate of origin
 FORMCHECKBOX 
 Gift certificate

 FORMCHECKBOX 
 Clean report of findings
 FORMCHECKBOX 
 Invoice


 FORMCHECKBOX 
 Packing list

 FORMCHECKBOX 
 Other  documents or special requirements 


Please specify:                               

	6) Please confirm that no special pre-shipment inspections are required in addition to the pre-shipment inspection that will be carried out by the GDF agent.
	 FORMCHECKBOX 
 NO, GDF inspections are sufficient

 FORMCHECKBOX 
 YES, Special pre-shipment inspection requirements  
Please specify:                                

	7) Can shipments arrive outside of normal working hours?
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
If NO, indicate the working hours:                               

	8) Special requirements concerning markings on outer cartons. (2)
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

Please specify:                                

	9) Are customized patient booklets required?
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

Please specify:                                

	10) Details of additional requirement
	                              


1 GDF expressly disclaims responsibility for any delays or defaults resulting from the acts or omissions of procurement or shipping agents, as well as for any delays or defaults caused by other conditions beyond its reasonable control, including, but not limited to force majeure, Government restrictions (including the denial or cancellation of any export, import or other necessary permit or license), wars, insurrections, fires, floods, substantial failure of any supplier or subcontractor to meet its obligations to GDF.

2 The standard outer packaging information includes: Supplier, Product Name and Color Coding, Batch number and Expiry date.
Important: GDF relies on a procurement agent to coordinate the logistics of GDF drug orders. If the agent has questions about the Programme's drug order to ensure it arrives intact and on-time, a representative of the agent may contact the Programme directly. 

Furthermore, GDF relies on a freight forwarding agent to transport drug orders. As stated in table 3a, item 4, a representative of that agent will contact the Programme when the order is ready to be delivered, to get authorization to dispatch the shipment.

Table 3c: Registration details 

Information on drug registration is critical to ensure timely delivery of drugs. Please ensure that the section below is complete with accurate, up-to-date information. 

	1) Is drug registration required for the products to be delivered under this Agreement?


Time required for drug registration?
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
If Yes:

Number of weeks:                               
List of documents required:                               
Importation of the products possible: 

 FORMCHECKBOX 
 before dossier submitted 

 FORMCHECKBOX 
 during dossier review

 FORMCHECKBOX 
 after registration complete 

	2) If registration is required:

a) Registration dossier for the application to be sent to:

b) Is it possible to obtain a waiver to registration?

c) Does a fast-track mechanism exist for drug registration?
	Name
Title and Organization
Address
Telephone, fax, email 

 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 NA

If Yes:

Number of weeks:                               
List of documents required:                               
Importation of the products possible: 

 FORMCHECKBOX 
 before application submitted 

 FORMCHECKBOX 
 during application review

 FORMCHECKBOX 
 after waiver issuance 
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 NA

If Yes:

Number of weeks:                               
List of documents required:                               
Importation of the products possible: 

 FORMCHECKBOX 
 before dossier submitted 

 FORMCHECKBOX 
 during dossier review

 FORMCHECKBOX 
 after registration complete 

	3) Which is the option preferred?
	 FORMCHECKBOX 
 regular registration

 FORMCHECKBOX 
 fast-tracked registration

 FORMCHECKBOX 
 waiver 

	4) Other important information concerning drug registration that may affect GDF drugs shipments.
	                              


SECTION E. TECHNICAL AGREEMENT
All Direct Procurement clients of GDF agree to the following terms of supply:

1. All drugs supplied by the Global TB Drug Facility (GDF) will ONLY be used: 

· for treatment of TB patients;

· free of charge to patients;

· in treatment regimens following WHO guidelines;

· in programmes following national guidelines for DOTS implementation;

· in accordance with a multi-year plan for DOTS expansion and sustainability to reach the global targets for TB control.

2. The client is responsible for the drugs beyond the agreed point of delivery. The client will arrange for the payment or waiver of any import duty or tax, storage fees or insurance levied on drugs supplied by GDF in a timely fashion so that the drugs are released from customs and supplied for programmatic needs as required. The client is responsible for the in-country distribution and monitoring of drugs provided by GDF.

3. Where registration is required, GDF drugs will be expeditiously registered and the client will facilitate this process, so that drugs are released from registration and supplied for programmatic needs as required.

4. For purposes of in-country registration by the National Drug Authority (where applicable) of the anti-TB drugs to be supplied by GDF, the following actions are necessary: 
· the NTP is required to provide GDF with the contact details of the persons at the National Drug Authority and the NTP/Ministry of Health responsible for drug registration in country. This information will be provided to our suppliers;
· a copy of the Guidelines for Submission to the National Drug Authority, along with an indication of the time required for registration should be provided to GDF for the suppliers; further, it should be indicated whether it is possible to obtain a waiver to registration or if a fast-track mechanism for dossiers exists in country. If so, the terms or conditions under which either of these provisions could be exercised should be provided to GDF to be shared with suppliers;
· suppliers will submit dossiers (where possible) in accordance with the Guidelines provided. The National Drug Authority should review the documents and inform the suppliers if they are sufficient for the purposes of registering all anti-TB drugs to be shipped. If all requirements are not met, the suppliers should be informed of any additional documentation that is required;
· where necessary, additional registration documents will be sent by the suppliers; 
· the NTP should indicate to GDF whether it is possible to ship and import the products while the registration process is ongoing.

5. The client agrees, in principle, to an annual assessment of the TB programme performance, including anti-TB drug man​age​ment, by an independent technical agency, and to share the complete assessment report with GDF. This assessment will include a review of the adherence to GDF terms of supply, the provision of technical support for programme management and drug management, and the finalization, together with the NTP, of the drug request for the following year of GDF supply, where relevant. The client will also provide the following reports to GDF:

· an annual report on TB programme performance in accordance with WHO guidelines;

· quarterly reports on case finding, smear conversion and treatment outcomes;

· date of arrival of GDF drugs at port;

· time taken to register drugs (if applicable); and

· date drugs received in central drugs store.

6. The client agrees to provide to the GDF medium to long term plans to ensure proven quality of drugs. 
Do you agree with the above mentioned terms of supply?
YES  FORMCHECKBOX 
 NO FORMCHECKBOX 

Please sign each page of this form and send it to the following address:

     
Global Drug Facility

Stop TB Partnership Secretariat

c/o World Health Organization

20, avenue Appia

CH-1211 Geneva 27

Switzerland

Tel.: +41 22 791      
Fax: +41 22 791 4886 

Email:       
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