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The Diflucan® Partnership Program
Fighting Fungal Opportunistic Infections in HIV/AIDS Patients
Application form

Direct Relief has been engaged by the Diflucan® Partnership Program (DPP) to manage the DPP application process. The DPP makes available Diflucan® (Fluconazole) free of charge to qualifying institutions in developing countries for treatment of esophageal candidiasis (EC) and Cryptococcal meningitis (CM) in HIV/AIDS patients. The product is shipped directly to the named port of entry in the country of the qualifying institutions. 

Thank you in advance for taking the time to complete the information we request on the following pages. This information will enable us to process your application and ensure the proper handling of the products. Please feel free to add any information that will help us to better understand your application. 

Approval to participate in the DPP is conditional on presentation of signed documents to the national authorities, informing them of the requesting institution’s activities aimed at providing HIV/AIDS care and treatment. If necessary the applicant must provide any documentation required by the local government to bring the medicine into the country. This may include a special import license and/or a waiver if the medicine is not registered in the country. 
Do not hesitate to contact us for assistance in completing the application. We also invite you to visit www.DiflucanPartnership.org for more information about DPP.
Please return a completed copy of this application by e-mail or fax to the address listed below:

Diflucan® Partnership Program

Direct Relief 

27 South La Patera Lane
Santa Barbara, CA 93117
Phone: +001 805 964 4767
Fax:
+001 805 681 4838
E-mail: DiflucanPartnership@DirectRelief.org
Application for the Diflucan® Partnership Program
Instructions: 
· If you are completing this form on your computer, the gray box will expand as you type. 
· If you are completing this application after printing, please add extra pages as needed.
	Date Application Submitted
	       /       /           (dd /mm / yyyy)

	A. 
Institution 

	A-1. 
Contact Details

	A-1.1 
LOCAL INSTITUTION

	Name of the local institution
	     

	Physical address (provide physical /street address, city and postal address)
	Street 1:                   
Street 2:                  

City:                         

Region/province:       
Postal Code :              

	Country
	      

	Name of applicant  (Primary Contact)              
	Last Name:      
First Name:      

	Title
	 FORMCHECKBOX 
 Mr. 
 FORMCHECKBOX 
 Ms.
 FORMCHECKBOX 
 Dr.
 FORMCHECKBOX 
 Prof.

	Position/Function

	     

	Telephone (Direct)

	(+      )1       

	Telephone (Mobile)

	(+      )1       

	Telephone (Switchboard) 

	(+      )1        

	Fax 

	(+      )1        

	E-mail 

	1-      
2-      

	Name of additional contact                
	Last Name:      
First Name:      

	Title
	 FORMCHECKBOX 
 Mr.  FORMCHECKBOX 
 Ms.  FORMCHECKBOX 
 Dr.  FORMCHECKBOX 
 Prof.

	Position/Function

	     

	Telephone (Direct)

	(+      )1        

	Telephone (Mobile)

	(+      )1        

	Telephone (Switchboard) 

	(+      )1        

	Fax 

	(+      )1        

	E-mail 

	1-      
2-      


	A-1.2 INTERNATIONAL ORGANIZATION

[If your institution applies on behalf of a local institution, please add:]

	Name of international organization 
	     

	Country
	     

	Name of applicant                   
	Last Name:          First Name:      

	Title
	 FORMCHECKBOX 
 Mr.         FORMCHECKBOX 
 Ms.
   FORMCHECKBOX 
 Dr.          FORMCHECKBOX 
 Prof.

	Position/Function

	     

	Telephone (direct) 

	(+      )1        

	Telephone (mobile)
	(+      )1        

	Telephone (switchboard)
	(+      )1        

	Fax

	(+      )1        

	E-mail
	1-      
2-      

	A-2. Institution Description

	A-2.1 Type of local institution 

	Which of the following best describes your local institution? 
 FORMCHECKBOX 

Governmental organization
 FORMCHECKBOX 

Community based organization / Non governmental organization
 FORMCHECKBOX 

Private-for-profit organization
 FORMCHECKBOX 

Other, please specify:      


	A-2.2 Overview of the Institution

	 Check the key core competencies of your institution (you can check several options):

 FORMCHECKBOX 
   HIV management 

 FORMCHECKBOX 
   HIV Voluntary counseling and testing (VCT)

 FORMCHECKBOX 
   Prevention of the mother to child transmission of HIV (PMTCT)

 FORMCHECKBOX 
   Cancer management 

 FORMCHECKBOX 
   Drug logistics

 FORMCHECKBOX 
   Laboratory services (HIV/AIDS)

 FORMCHECKBOX 
   Other, please specify:      

	Check the type and state the number of personnel working in your institution:

Category                                                                                           Number

 FORMCHECKBOX 
  Physicians                                                                                         
 FORMCHECKBOX 
   Nurses                                                                                               
 FORMCHECKBOX 
   Pharmacy practitioners (including pharmacy assistants)                  
 FORMCHECKBOX 
   Lab technicians                                                                                 
 FORMCHECKBOX 
   Social workers                                                                                   
 FORMCHECKBOX 
   Other, please specify:                                                                   


	A-3.1 – Procurement contact and shipping address

	Person responsible for handling shipment in your institution
	     

	Physical address (provide physical /street address, city and postal address)
	Street 1:       
Street 2:       
City:            
Region/province:      
Postal Code :              

	Telephone (direct)
	(+      )1        

	Telephone (mobile)
	(+      )1        

	Telephone (switchboard)
	(+      )1        

	Fax
	(+      )1        

	Email
	1-     
2-     

	A-3.2 – Customs Clearance 

	Do you have a clearing agent?
	 FORMCHECKBOX 
   No (please, go directly to section A-3.3) 

	Name of your clearing agent
	     

	Physical address (provide physical /street address, city and postal address)
	Street 1:                  
Street 2:                  
City:                        
Region/province:      
Postal Code:              

	Telephone (direct)
	       

	Telephone (mobile)
	       

	Telephone (switchboard)
	       

	Fax
	       

	E-mail
	1-     
2-     

	A-3.3
 Preferred Point of Entry

	All consignments of drugs will be sent by air to an international airport of your choice among the IATA list*. Please indicate the preferred international airport of entry: 

* If you need further information on the IATA International Aviation Transport Association list, please use the following web address http://www.aircraft-charter-world.com or contact the program manager (contact details on first page of application).
	     
ADD SPACE TO MATCH REPORTING RE-ORDER FORM


	B. 
Diflucan® Partnership Program 

	B-1.
HIV program activities 

	Please provide the following additional information concerning your HIV/AIDS services:
Brief objective(s) of the HIV care and treatment services for the coming year:

     
Brief objective(s) of the opportunistic fungal infection care and treatment services for the coming year:
     
Number of health facilities covered by your institution currently providing ART:
     
Number of health facilities covered by your institution that could benefit from Diflucan® donation:
     


	B-2.
Institutional Capacity

	Which guidelines do you currently use to treat CM and EC patients?

 FORMCHECKBOX 

WHO guidelines 
 FORMCHECKBOX 

National guidelines 

 FORMCHECKBOX 

Other, please specify :     

	Please indicate in the following table the treatment protocol currently in use for adults and children for the following indications:



	Indication
	Adults
	Children

	CM acute phase
	     
	     

	EC
	     
	     


	B-3. Request Drug Quantity

	B-3.1  Quantitative Indicators

	Number of health facilities that you plan to involve in DPP for the first 6 months (please attach a list with the names of the sites):
	     

	Please estimate the number of patients for each category that you plan to treat through your program for the next 6 months:  (These will be used to forecast your drug needs).
Indications
Adults
Children

HIV+
     
     
HIV+ on ART

     
     
CM (Indicate % of HIV+ patients)
     
     
EC (Indicate % of HIV+ patients)
     
     


	B-3.2  Requested Drug Quantities

	Our review of the quantities that you will be supplied with depends on the number of patients and the treatment regimen used. Please refer to the appendix at the end of this form for assistance in estimating the quantity of drugs to order: 
Formulations

Number of units for the next 6 months
Number of Diflucan® 200mg Tablets 

     
Number of Diflucan® 2mg/ml in 100 ml Vials (IV)

     
Number of Diflucan® 50mg/5ml in 35 ml Bottles of Pediatric Oral Suspension (POS) 

     


	B-3.3  Justification

	Please provide your calculations to justify the requested quantities for each product:      



	B-4. 
Comments

	Please, include any other comments related to your program’s implementation or performance that you think may be relevant:



	B-5. 
Re-supply of Diflucan®

	You will need to complete a Re-Order Form to re-supply your institution. Please provide the details of the person in your institution responsible for re-ordering for the next 6 months’ period.



	B-6. Terms and Conditions

	 FORMCHECKBOX 

I can provide a copy of a signed letter sent to the Ministry of Health or other appropriate authorities, informing them of our participation in the DPP.

 FORMCHECKBOX 
      I cannot provide a copy of a signed letter sent to the Ministry of Health or other appropriate authorities, informing them of our participation in the DPP. 

             The reasons are:      
 FORMCHECKBOX 

I accept and agree with the terms and conditions following.



	Name:
	     

	Title:
	     

	Telephone (mobile)
	(+      )1        

	Telephone (switchboard)
	(+      )1        

	Email
	     


	These terms and conditions apply to all donated Diflucan®, whether donated by the Diflucan® Partnership Program, donated directly by Pfizer Inc. or donated by a designee of Pfizer.

Diflucan® supplied to your program should be used solely to treat the opportunistic fungal infections Cryptococcal meningitis and Esophageal candidiasis in HIV/AIDS patients treated in your program in accordance with approved product labeling or in accordance with the World Health Organization (WHO) Treatment Guidelines for Opportunistic Infections. To the extent that the Guidelines provide for the use of Diflucan® to treat these infections in any way that is different from the approved labeling for the donated product, you or the treating physicians who elect to follow these Guidelines are solely responsible for such use. This product is for the exclusive use in the treatment of the ill, needy, or infants and is restricted to the two fungal opportunistic infections noted. Donated Diflucan® is only for use under the terms of the Diflucan® Partnership Program, and is not for resale. Donated Diflucan® shall only be used for the treatment of these infections in the ill, needy, or infants.

You will be responsible for managing your inventories of Diflucan®, including ensuring that the product is stored in a secure locked facility, distributed, dispensed, and used in accordance with regulatory requirements and storage requirements set forth in the product labeling. You are also required to create an auditable record of its use. You agree to submit periodic progress reports and, upon reasonable request, to provide the Diflucan® Partnership Program with additional information regarding use of Diflucan® by your program or institution. You may be subject to audit by an independent auditor engaged by Pfizer, at any time during your participation in the program. 

Availability of Diflucan® under the program is subject to regulatory approval in the destination country before importation. In circumstances where Diflucan® is not registered, your program should be able to request temporary registration or importation. In addition, you will take title to the donated Diflucan® upon delivery and you should assist with custom clearance of the donated Diflucan®, including paying any taxes, levies, or other fees. Direct Relief will make available to you the necessary donation certificate that will facilitate your obtaining tax exemptions whenever applicable.

Please ensure that your healthcare workers prescribing or dispensing Diflucan® attend training programs offered by government or nongovernmental organizations to facilitate the appropriate use of donated Diflucan®. You agree that you will vigorously attempt to prevent, detect, and promptly report on any theft or diversion of Diflucan® to:
Diflucan® Partnership Program 

Direct Relief 

27 S. La Patera Lane

Santa Barbara, CA 93117

Phone: +001 805 964 4767

Fax: +001 805 681 4838

E-mail: DiflucanPartnership@DirectRelief.org
If you experience any event that could be associated with the safety of Diflucan®, you must promptly report it to Direct Relief and provide any requested information to document the event.


	Appendix

	1. 
WHO Treatment Guidelines for CM and EC

	Indication
	Dosage

	CM acute phase (adult)-tablets
	400mg daily for 70 days 

	Severe CM acute phase (adults) –IV
	400mg daily for 2 days then follow with tablets

	CM maintenance (adult)-tablets
	200mg daily for life

	CM acute (pediatric)-POS
	6mg/kg/day for 56 days

	CM maintenance (pediatric)-POS
	3mg/kg/day for 309 days

	Esophageal candidiasis (adults)-tablets
	200mg daily for 14 days

	Severe EC (adults)-IV
	200mg for 1 day then follow with tablets

	Esophageal candidiasis (pediatric)-POS
	3mg/kg/day for 7 days

	2. 
Review Criteria

	Your application will be reviewed by independent experts; they will verify:

· The eligibility criteria for DPP

· The capacity to run this donation program by guaranteeing a secure storage, distribution and safe medical usage of the product.

· The quantities of drugs to ensure that they are appropriate for the estimated patients.

	3. 
Drug Needs Calculations

	The packaging of the Diflucan® products is the following:

· 200 mg tablets -28 tablets per bottle-24 bottles per carton

· 100 ml IV vials 2mg/ml  individually packed with carton and leaflet

· 350 mg bottles – 50mg/ml Pediatric Oral Suspension - Packed in cartons of 12
Table 1: Estimated number of Diflucan® units per number of adult CM patients expected to be treated for 6 months



	ADULT CM DRUG NEEDS ESTIMATE – 6 months

Number of Patients

IV Vials

Tablets

10

4

1,115

20

8

2,230

50

20

5,575

75

30

8,363

100

40

11,150

500

200

55,750

1,000

400

111,500

2,000

800

223,000

5,000

2,000

557,500

10,000

4,000

1,115,000




Table 2: Estimated number of Diflucan® units per number of adult EC patients expected to be treated for 6 months

	ADULT EC DRUG NEEDS ESTIMATES – 6 months

	Number of Patients
	IV Vials
	Tablets

	10
	1
	133

	20
	2
	266

	50
	5
	665

	75
	8
	998

	100
	10
	1,330

	500
	50
	6,650

	1,000
	100
	13,300

	2,000
	200
	26,600

	5,000
	500
	66,500

	10,000
	1,000
	133,000


Table 3: Estimated number of Diflucan® units per number of pediatric CM and EC patients expected to be treated for 6 months

	PEDIATRIC CM and EC DRUG NEEDS ESTIMATES – 6 months

	Number of Patients
	CM POS bottles
	EC POS bottles

	10
	175
	9

	20
	350
	18

	50
	875
	45

	75
	1,313
	68

	100
	1,750
	90

	500
	8,750
	450

	1,000
	17,500
	900

	2,000
	35,000
	1,800

	5,000
	87,500
	4,500

	10,000
	175,000
	9,000
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