	
	
	                                        



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

	Contact person:
	

	Position:
	

	Organization:
	

	Address:
	

	Telephone:
	

	Fax:
	

	Email:
	


SECTION B. COUNTRY INFORMATION
Table 1: TB Laboratory Services

	TB MICROSCOPY SERVICES

	1
	Total number of smear microscopy units in the country
	    

	2
	Number of smear microscopy units at each level of the health system (Include both Government and NGO units providing TB microscopy):
	

	
	LEVEL 1: Health Centre/PHC clinic 
	    

	
	LEVEL 2: District hospital
	    

	
	LEVEL 3: Regional/Provincial hospital
	    

	
	LEVEL 4: Central laboratory
	    

	
	Other, please state ……………………………………….……..
	    

	3
	Number of smear microscopy units that received quarterly supervisory visits by the NTP or Head of Laboratories last year
	    

	4
	Number of smear microscopy units that actively participated in a national TB quality assurance scheme last year
	    

	5
	Estimated number of smear microscopy units that require basic laboratory equipment [Equipment Starter Kit] 

(include new sites and existing units that are inadequately equipped) 
	    

	6
	Estimated number of smear microscopy units that require a Microscope Kit

(include new sites and existing units that are inadequately equipped) 
	    

	7
	Total Number of TB suspects who had sputum examined in the last 12 months: as documented in the laboratory registers
	    

	8
	Total number of TB suspects who were diagnosed as ‘smear positive’ in the last 12 months (as documented in the laboratory registers)
	    

	9
	Average annual national smear positivity rate 
(calculate as follows: divide the answer to question 8 by the answer to question 7 and multiply by 100)
	    

	10
	Total number of smears/slides examined in all microscopy centres last year
	    

	11
	Please provide brief description of the laboratory network in the country and the quality assurance measures that are in place. 

     


SECTION C. PRODUCTS 
NOTES

· The Contents of each of the laboratory kits are listed in Annexes 1-3.

· The Laboratory Consumables kit can be supplied by GDF on an annual basis for all TB microscopy units as required.

· Equipment Starter Kits are expected to last for 3 years. 
· Microscopes are expected to last a minimum of 5 years. 
Table 2: Products and quantities to be supplied
	Product
	Description
	Containers/Kits
	Quantity of units

TO SUPPLY

	Equipment starter kit
	Contains materials needed to fully equip a new, or refurbish an existing, laboratory unit to perform smear microscopy. (See Annex 1)
	1
	    

	Consumables kit
	Contains dissolved reagents (min. shelf life 3 years) and other consumables (e.g. microscope slides, filter paper, immersion oil) required to prepare 1000 slides.

(See Annex 2)
	1
	    

	Sputum containers
	1000 sputum containers (40ml)
	1000/unit
	    

	Microscope kit 
with accessories
	Contains 1 high quality biological microscope, as well as 1 mirror unit, 1 lamp stand, 1 rechargeable battery and a charger. (See Annex 3)
	1
	    


Section D. CONSIGNEE DETAILS

Table 3a: Consignee details 
Please ensure that the full contact details are provided including telephone, fax, and email address.

	1) Name and full contact details of consignee (*Important: include full mailing address: name, address, telephone, fax, email address) 
	     


	2) Name and full contact details of person/authority responsible for tracking the order on internet (if different from above) 
	     

	3) Name and address of contact person/authority responsible for registration of the ordered products. (*Important: include full mailing address: name, address, telephone, fax, email address)
	     


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. 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 for anti-TB drugs is placed, which occurs two to three weeks after this Technical Agreement is signed by both parties. The final ETA will be communicated to the Programme once the final order(s) for anti-TB drugs listed in this Technical Agreement is issued to GDF’s suppliers. 

The Preferred date(s) of Delivery specified by the Programme 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.
	1. Preferred date(s) of delivery (
)

	     

	2. A) Preferred port of delivery and 

B) Preferred mode of shipment (air or sea)
	     

	3. Special requirements concerning markings on outer cartons. (
)
	     

	4. 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. 
	No special requirements   FORMCHECKBOX 

Special requirements as described below:



	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 
 Certificate of quality                                     

 FORMCHECKBOX 
 Clean report of findings     FORMCHECKBOX 
 Gift certificate            FORMCHECKBOX 
 Invoice                               FORMCHECKBOX 
 Packing list

 FORMCHECKBOX 
 Other  documents or special requirements     (Please specify) _____________________________

	6. PERSON/AUTHORITY TO BE NOTIFIED 
(name, address, telephone, fax, email)
Note: Above person will be contacted via email when shipment is ready to be shipped. **Authorization will be required before the shipment is dispatched.
	     

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

	8. Details of additional requirement
	     


Important: GDF relies on a procurement agent (GTZ, www.gtz.de) to coordinate the logistics of GDF drug orders. If the GDF procurement agent has questions about the Programme's drug order to ensure it arrives intact and on-time, a representative of GTZ may contact the Programme directly. Furthermore, GDF relies on a second agent (Geis SDV, www.geis-group.com) to transport drug orders. As stated in item 6 of the table above, a representative of Geis SDV 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 deliver of drugs. Please ensure that the section below is complete with accurate, up-to-date information. 

	1. Is registration required for the ordered products?
Time required for the registration?
	Yes  FORMCHECKBOX 
                               No  FORMCHECKBOX 

Number of weeks:      

	2. Can importation of the products in the country be made prior to or during registration (where applicable)?
	Before  FORMCHECKBOX 
                 During  FORMCHECKBOX 
             Neither  FORMCHECKBOX 



	3. If registration is required:

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

b) Does a fast-track mechanism exist for the registration of the ordered products? 
	Yes  FORMCHECKBOX 
                               No  FORMCHECKBOX 

Yes  FORMCHECKBOX 
                               No  FORMCHECKBOX 

If Yes, approximately how long does it take:

___________________________________

	4. Can shipments arrive outside of normal working hours?
	Yes  FORMCHECKBOX 
                               No  FORMCHECKBOX 

If not, what are the working hours?

___________________________________

	5. Other important information concerning product registration that may affect GDF shipments.
	     


SECTION E. TERMS AND CONDITIONS OF SUPPLY
All clients of GDF agree to the following terms of supply:

1. All laboratory consumables and equipment supplied by the Global Drug Facility (GDF) will NOT be re-sold to third parties, and will ONLY be used: 
a. for diagnosis of TB suspects and monitoring of TB patients;

b. for laboratory diagnosis and patient monitoring following WHO guidelines;
c. in programmes following national guidelines for DOTS implementation;
d. in accordance with a multi-year plan for DOTS expansion.

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

3. Microscopes are expected to last a minimum of 5 years. They are supplied on the understanding that the programme will be responsible to make the necessary local arrangements for routine cleaning, maintenance and annual professional servicing of all microscopes supplied by the GDF.

4. Where registration of laboratory materials is required, GDF laboratory reagents will be expeditiously registered and the applicant will facilitate this process, so that the items are released from registration and supplied for programmatic needs as required.

· The NTP is required to provide GDF with the contact details of the persons at the NTP/Ministry of Health responsible for registration in country. This information will be provided to our suppliers.

· A copy of the Guidelines for Submission to the National 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 Authority should review the documents and inform the suppliers if they are sufficient for the purposes of registering all products 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 programme agrees, in principle, to an annual assessment of TB programme performance, 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 the finalization, together with the NTP, of the equipment request for the following year of GDF supply, where relevant. This assessment will rely on the following information:
a. an annual report on TB programme performance in accordance with WHO guidelines;
b. latest available quarterly reports and WHO TB data collection forms;
c. an annual report on the laboratory quality assurance programme for TB microscopy, on management and supervision of TB microscopy units and on microscope maintenance and professional servicing;
d. date of arrival of GDF laboratory supplies at port;
e. time taken to register laboratory reagents (if applicable);
f. date laboratory kits received in central medical store.
Please note that when a TB programme receives diagnostics equipment from GDF in addition to GDF drugs, the above annual assessment will ideally be performed in combination with the monitoring of GDF drug supply.   

Do you agree with the above mentioned terms of supply?
YES  FORMCHECKBOX 
 NO FORMCHECKBOX 

Please sign each page of this order form/technical agreement 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:      
Annex 1

PRODUCT SPECIFICATION: EQUIPMENT STARTER KIT  

Minor laboratory equipment for use with Consumables Kit

	 
	Item
	Quantity per kit

	1 
	WHO publications: Laboratory Services in Tuberculosis Control: 

Part 1 Organization and Management and 

Part 2 Microscopy 
	1 of each book 

	2 
	Beaker 
	2 

	3 
	Filter funnel, large 
	1

	4
	Filter funnel, medium
	1

	5
	Filter funnel, small 
	2 

	6
	Wash bottles 
	6 

	7 
	Wire loop holder with heat resistant handle 
	2 

	8
	Nichrome wire loops 
	75 

	9 
	Spirit lamp 
	2 

	10
	Roll of cotton wick for spirit lamp 
	1 

	11
	Slide holding storage boxes 
	6 

	12
	Slide drying rack 
	2 

	13
	Diamond slide marker  
	1

	14
	Slide-holding forceps 
	2 

	15 
	Staining rack, adjustable length. 
	2 

	16
	Timer 
	1 

	17
	Inventory list
	2 copies

	18
	Supplier’s packing list and product specification
	1


Annex 2
PRODUCT SPECIFICATION: CONSUMABLES KIT 

Contains materials sufficient to prepare and stain 1000 sputum smears 

	
	Item
	Quantity per kit

	1
	Strong Carbol Fuchsin 
	5 x 1 liter

	2
	Methylene Blue (3g/l) 
	5 x 1 liter

	3
	Acid alcohol 3% v/v 
	7 x 1 liter

	4
	Industrialized methylated spirit 
	1 x 2.5 liter

	5
	Immersion oil 
	5 x 20 ml

	6 
	‘Lysol’ 5% solution’ (Phenol disinfectant) 
	5 x 1 liter

	7
	Slides 
	20 boxes of 50 slides

	8
	Filter paper 
	1 box / 100 circles

	9 
	Lens cleaning tissue 
	2 pkts / 100 tissues

	10
	Waterproof Marker Pens 
	2

	11
	Gloves 
	3 boxes / 100 gloves

	12
	Instruction books
	1

	13
	Material Safety Data Sheet
	1 each  for:

Box 1 of 2

&

Box 2 of 2

	14
	Inventory list
	2 copies


PRODUCT SPECIFICATION: SPUTUM COLLECTION CONTAINERS
	
	Item
	Quantity per kit

	1
	Screw capped, leak-proof, single use/disposable sputum collection container, made of combustible material, translucent with easily labeled wall panel. Wide mouth at least 45mm in diameter. Volume = 50 ml, minimum.
	1000 containers

	2
	Inventory List
	2 copies


Annex 3

PRODUCT SPECIFICATION: MICROSCOPE KIT

	
	Item
	Quantity

	1
	Olympus CX21 BIM Binocular microscope set
	1

	2
	Eyepieces 
	2

	3
	Objectives 
	4

	4
	Nosepiece 
	1

	5
	Condenser 
	1

	6
	Dust Cover
	1

	7
	Illumination 
	1

	8
	Instruction manual
	1

	9
	Surge protector 
	1

	10
	12V battery unit 
	1

	11
	Mains charger 
	1

	12
	External illumination (lamp) for use with battery 
	1

	13
	Mirror 
	1

	14
	Spare bulbs for halogen quartz lamp for microscope
	9

	15
	Spare bulbs for external light source 
	10

	16
	Storage box 
	1

	17
	Self-indicating silica gel 
	1 x 100g sachet 

	18
	User manual Microscope Kit
	1

	19
	Inventory list
	In duplicate

	*
	International adapter as required
	1
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� 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, or failure of any supplier or subcontractor substantially to meet its obligations to GDF.





�  The standard outer packaging information includes: Supplier, Product Name and Color Coding, Batch number and Expiry date.  


� Where the workload permits, the microscope may be used within the laboratory to which it has been assigned for other tests in addition to TB microscopy. This is on the understanding that the diagnostics equipment must always be made available as and when required for TB microscopy.
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