[image: image1.wmf] 

[image: image2.jpg]“." » GARDASIL®
@) (e ACCESS
™ PROGRAM






[image: image3.jpg]




Application Form
The GARDASIL® Access Program plans to make available at least 3 million doses of GARDASIL [Human Papillomavirus Quadrivalent (Types 6, 11, 16, 18) Vaccine, Recombinant], to qualifying organizations and institutions in developing countries where approximately 85% of the world's cervical cancer cases occur.  

The GARDASIL Access Program is made possible by a pledge from Merck & Co., Inc. 
 and is managed by Axios Healthcare Development (AHD), a US non-profit organization with strategic guidance provided by the independent GARDASIL Access Program Advisory Board, comprised of international public health experts.  AHD administers the program, reviews and approves applications based on Advisory Board recommendations and coordinates delivery of donated vaccine to program participants with technical assistance from Axios International, a public health consultancy specialized in developing and emerging countries.

Thank you in advance for taking the time to complete the following pages and provide the information we request. This information will enable us to process your application and to ensure proper handling of the products. Please feel free to add any information (in an annex) that would help us better understand your application. Approval to participate in the GARDASIL Access Program is contingent on presentation of documents from the appropriate national authorities, authorizing the requesting institution to receive the donation of GARDASIL. Endorsement by the Ministry of Health (through provision of a letter of support) is a critical application prerequisite. 
Do not hesitate to contact us for assistance in completing the application.  We also invite you to visit www.GARDASILaccessprogram.org for more information about the GARDASIL Access Program and the eligible countries .

Please return a copy of this application by e-mail or fax to the address listed below:

GARDASIL  Access Program

Axios International

7, Boulevard de la Madeleine

75001 Paris, France

Tel: +33 (0)144 860 760   

Fax: +33 (0) 144 860 122

E-mail: GARDASILaccess@axiosint.com 
Instructions: 

· You can complete this form electronically or manually (by filling in the grey boxes). 

· For some questions, multiple boxes may be checked if necessary
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	Date Application Submitted
	       /        FORMTEXT 

     
 /   (dd /mm / yyyy)

	A. Institution Information

	PRIMARY INSTITUTION/ORGANIZATION  [Local Recipient]

	Name of local institution/organization
	     

	Country
	     


	CHECK LIST

	
	Yes
	No
	

	Letter of support from the Ministry of Health
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Budget secured 
(in US$)
	     

	Support by an international organization
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	Collaborating institutions
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Target group (age/gender)
	     

	Medical practices in immunization
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	Cancer management experience
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Delivery model*
	     


*School based, mixed (school & health facilities), health facilities based, mobile clinics
	Description of the implementing Institution

	Type of Institution
	 FORMCHECKBOX 
 
Governmental organization

 FORMCHECKBOX 

Community based organization / Non governmental organization

 FORMCHECKBOX 

Private-for-profit organization
 FORMCHECKBOX 
 
Other, please specify:      


	Core competencies
	 FORMCHECKBOX 

Cancer management
 FORMCHECKBOX 

Reproductive health
 FORMCHECKBOX 

Operations research
 FORMCHECKBOX 

Health care services
 FORMCHECKBOX 

Clinical trials 
 FORMCHECKBOX 

Vaccination services 

 FORMCHECKBOX 

Other, please specify: 

	Catchment area
	 FORMCHECKBOX 
 Urban 
 FORMCHECKBOX 
 Urban and rural
 FORMCHECKBOX 
 Rural 

	Comprehensive overview of your institution
	


	Collaborating Organizations

	Please indicate current key partners you institution collaborates with (funders, international networks, WHO, UNICEF, etc.)

	Name of the partners
	Role and Type of support (Technical assistance, financial, training, equipment, …..)

	     
	     

	     
	     

	     
	     

	Please list below the new partnerships you will develop specifically around the implementation of your GARDASIL program? 
Enter each name, specify if it is a private (Pr) or a public (Pu) partnership, indicate whether it is an existing (EP) or planned partnership (PP) and describe its role in implementing your GARDASIL program (please feel free to expand on the list below):

Healthcare institutions/physicians:
NAME

Pr/Pu
EP/PP

Role

     
     
     
     
     
     
     
     


	Schools/teachers:
NAME

Pr/Pu
EP/PP
Role

     
     
     
     
     
     
     
     


	NGOs and other charity programs:
NAME

Pr/Pu
EP/PP
Role

     
     
     
     
     
     
     
     


	Ministry of Health/other ministries:
NAME

Pr/Pu
EP/PP
Role

     
     
     
     
     
     
     
     


	WHO, UNICEF, etc…:
NAME

Pr/Pu
EP/PP
Role

     
     
     
     
     
     
     
     
Other:      



	B. GARDASIL®  Access Program

	B-1. Vaccine Program Activities

	Vaccination experience

	Yes   FORMCHECKBOX 

No vaccination experience  FORMCHECKBOX 



	Type of vaccines involved 
	 FORMCHECKBOX 
  Measles
 FORMCHECKBOX 
  BCG
 FORMCHECKBOX 
  DTP
 FORMCHECKBOX 
  Meningitis
 FORMCHECKBOX 
  Polio
 FORMCHECKBOX 
  Hepatitis B
 FORMCHECKBOX 
  Tetanus 
 FORMCHECKBOX 
  Other, please specify 

	Existing vaccination procedures
	Do you use disposable syringes: 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If NO, how do you treat non-disposable syringes before re-use?       
Describe your injection practices (administration mode):      
Describe how you assure proper medical waste management (i.e., needle disposal procedures, etc.):      

	Number of staff that will be involved in the GARDASIL vaccination
	Category

Number

Physicians

     
Nurses

     
Vaccinators 

     
Data managers 

     
Pharmacy practitioners (including pharmacy assistants)

     
Lab technicians

     
Social workers

     
Other (please specify)

     


	Training in vaccine administration and injection safety procedures


	 FORMCHECKBOX 
  Yes, for all vaccine administrators. Date of last session      
 FORMCHECKBOX 
  Yes, for some of the vaccine administrators. Date of last session      
 FORMCHECKBOX 
  In process. Estimated date of completion       
 FORMCHECKBOX 
  No, please describe your plan for training      


	Services available
	Facilities that store vaccines
Facilities that perform injections
Refrigeration services

 FORMCHECKBOX 

 FORMCHECKBOX 

Regular/stable power supply

 FORMCHECKBOX 

 FORMCHECKBOX 

Alternative power source (Generator / Backup etc.)

 FORMCHECKBOX 

 FORMCHECKBOX 

Cold chain for transporting vaccines

 FORMCHECKBOX 

 FORMCHECKBOX 

Ware housing services (equipped with cold room)

 FORMCHECKBOX 

 FORMCHECKBOX 

Hygiene supplies (absorbent cottons, antiseptics etc.)
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Syringes and Needles for administration of the vaccine
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Sharp disposal bin or pit (waste disposal)
 FORMCHECKBOX 

 FORMCHECKBOX 

Capacity to observe beneficiary for 15 minutes after injection 
 FORMCHECKBOX 

 FORMCHECKBOX 




	B-2. Delivery Model

	Overall goal of your proposed program 
	 FORMCHECKBOX 
  Operational research to assess feasibility of carrying out a small-scale HPV vaccination project 

 FORMCHECKBOX 
  Advocacy for benefits of HPV vaccination      
 FORMCHECKBOX 
  Costing of HPV vaccination programs      
 FORMCHECKBOX 
  Other, please specify      

	MOH involvement in program
	 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No
Please explain:      

	Target population (www.who.int/wer/2009/wer8415.pdf)
	The GARDASIL Access Program encourages applicants to follow WHO recommendations and guidelines specifying that HPV immunization programs should initially prioritize high coverage in the primary target population of girls aged 9-10 through 13 years of age 

What are the gender and the age range of your target population? 
     
If your target group extends beyond the WHO recommendations, please provide specific and compelling reasons/data/evidence to justify vaccination outside the recommendations:
     


	Guidelines for vaccine administration
	 FORMCHECKBOX 

WHO guidelines
 FORMCHECKBOX 

National guidelines
 FORMCHECKBOX 

Other, specify and attach copy:      

	Guidelines for obtaining parental/caregiver consent. 

	Please describe the current national guidelines in place for obtaining parental/caregiver consent for vaccinations on behalf of minors in your country:       
As part of the national consent guidelines for vaccination in your country, are parents required to sign a consent form? 

 FORMCHECKBOX 
  Yes
  FORMCHECKBOX 
  No
Please describe which procedures you will use to obtain parental/caregiver consent while implementing the GARDASIL Access Program.      
Please enclose the template of the parental/caregiver consent form that you will use, or the national guidelines (if any).


	Recommendations adapted from “The Council for International Organizations of Medical Sciences (CIOMS): 

Assent of the child/adolescent: The willing cooperation of the child/adolescent should be sought, after the child/adolescent has been informed to the extent that the child/adolescent’s maturity and intelligence permit. Often children/adolescents who have not yet reached the legally established age of consent can understand the implications of informed consent and go through the necessary procedures: they can therefore knowingly agree to receive vaccination

	Gardasil vaccination calendar
Please complete the table below presenting your GARDASIL vaccination calendar: Number of beneficiaries who will receive the 1st or 2nd or 3rd injection each month during your vaccination phase
Injection

MONTHS

M-0

M-1

M-2

M-3

M-4

M-5

M-6

M-7

M-8

M-9

M10

M11

1st
     
     
     
     
     
     
2nd

     
     
     
     
     
     
3rd
     
     
     
     
     
     
Please specify which delivery model(s) you will be using (select all that apply):

     
School delivery model:  FORMCHECKBOX 

Health facility delivery model:  FORMCHECKBOX 

Mixed (school & health facility) delivery model:  FORMCHECKBOX 

Mobile clinic delivery model:  FORMCHECKBOX 

Please provide a comprehensive description (work plan) of the organizational steps specific to the vaccination phase of your program. It is important to describe step by step how the program will operate. From the initial recruitment phase including communication with the girls, their parents (communication and signature of the consent form) and the health workers; the operational phase including the administration of the vaccines, the follow up of the girls and the logistics around the vaccines transportation and storage within the health facilities. Please also describe the operational links between the vaccine administrators and any other officials involved:
     
During which month/quarter of the year do you plan to implement your vaccination campaign 

(I.e. is it linked to school year start, specific events, etc…)      
Please note that under best circumstances, once the order is placed, shipment of vaccines in country will take about 4-6 weeks 


	B-3. Operational Activities

	GARDASIL Communications and Sensitization of Key Stakeholders

	Specify how you plan to inform each of the groups and stakeholders listed in the table below and at which frequency? (Please provide content of communication material if possible)
Stakeholder groups
Specific key messages +

Methods of communication
Frequency

MOH

     
     
School teachers

     
     
Parents

     
     
Health practitioners



Community leaders

     
     
International stakeholders (WHO, UNICEF….) 

Specify:      
     
     
Professional associations of health workers. 

Specify:      
     
     
Other

     
     
     


	Do you plan to integrate GARDASIL vaccination with other health interventions/services?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
If YES, please list the other health interventions/services:      

	If you have a dedicated communications person on your staff, please kindly state his/her name and e-mail address:      
Please share with Axios information on your communications plan and activities (launch activities/ radio or TV spots/ communication materials/ any events planned, etc.)



	GARDASIL Storage and Distribution

	Please briefly describe your drug/vaccine storage facilities. How will your institution ensure that GARDASIL is stored under the recommended conditions (i.e., between 2° to 8°C (36° to 46°F), protected from light in your institution, and not frozen)?
     

	Please specify whether GARDASIL will be stored at central level, institution level or at facility level?
     

	Please describe how you intend to store and distribute GARDASIL to the vaccination centers under the recommended conditions (i.e., between 2° to 8°C (36° to 46°F), protected from light in your institution, and not frozen):

     

	What procedures will be implemented to ensure safe distribution to the vaccination centers:


 FORMCHECKBOX 
 Ice boxes containing ice packs
 FORMCHECKBOX 
 Portable vaccine carrier

 FORMCHECKBOX 
 Ice lined refrigerators
 FORMCHECKBOX 
 Other, please specify:      



	GARDASIL Monitoring & Evaluation System

	Please list in the table below the objectives of your vaccination program while identifying key indicators that you will use to measure your program's success, main activities and expected achievements relating to your implementation of the GARDASIL Access Program. 
(NOTE: Appendix A lists the indicators on which you will be asked to report periodically, and Appendix B gives examples of how to complete this table. An Excel spreadsheet is also available if you prefer to complete the table in an Excel format).
Objective

Indicator(s)
Activities
Timeline

Comments/Expected Achievements
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
Etc…



	Please describe the existing or planned reporting system that will allow you to 1) track product flow/usage, 2) collect and 3) compile monitoring data from each participating vaccination centre?
     



	Please describe the Monitoring & Evaluation system that you will establish to monitor your program’s results. Please describe how you will analyze this data once it is collected and compiled :      
Who will be responsible for the supervision of your vaccination program?      



	Budget


Adverse effect

 rep

	rting

	     
	     

	Monitoring

	     
	     

	Media work

	     
	     

	Other:      
	     
	     


	


	Sustainability

	Describe how the lessons learned and operational experiences from your GARDASIL Access Program project will be used to contribute to your country’s knowledge base on the development and implementation of larger-scale HPV vaccination programs?
     


	Follow-up of GARDASIL Beneficiaries

	Describe your follow-up mechanism, explaining the following: 

How will beneficiaries (or their parents/caregivers) be contacted for subsequent doses (2nd and 3rd doses):

     
What action(s) will you take if a beneficiary does not show up for a subsequent dose?:

     


	Describe what measures you will put in place to ensure Quality Control:

Assurance that all 3 doses will be administered to every beneficiary?      
What procedures/mechanisms will you establish to:
 (1) respond to GARDASIL beneficiaries who are experiencing an adverse event, 
 (2) formally report the adverse event, 
 (3) conduct a case investigation in response to the adverse event? 
     
NOTE: If your application is approved, you will be provided with Serious Adverse Event reporting forms and procedures by the time you receive the vaccines. These reporting forms should be used in addition to all established safety reporting policies and requirements imposed by your national authorities.


	


	B-4. Requested Products
Number of vaccination sites/location where GARDASIL vaccination sessions will take place
Health clinics
     
Mobile clinics
     
Schools
     
Other
     
Period covered by the request (one round of 3 vaccines per person) 

 FORMCHECKBOX 
   6 months 

 FORMCHECKBOX 
  12 months
Product Forecasts

This section specifies the required number of GARDASIL vaccines for the coming period. Please note that GARDASIL donations are provided as 160 ten-pack cartons. The number of vaccines requested should therefore be rounded to a multiple of 1600 vaccines.

Number of persons to vaccinate (females) 
     
Number of GARDASIL vaccines (0.5-mL single-dose vials) requested to meet 3-dose schedule

When providing the total number of vaccines, please round up the total request (including a buffer stock) by a multiple of 1600.
     


	

	Justification

	Please  justify the requested quantities:
     
Please specify what percentage of the total population of girls aged 9-13 is represented in your targeted sample?

      


	B.5. Comments

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



	C. Institution Contact details

	PRIMARY INSTITUTION/ORGANIZATION  [Local Recipient]

	Name of local institution/organization
	     

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

Region/province:
     
Postal Code : 
     

	Country
	     

	Name of contact person 
	Last Name:      
First Name:      

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

	Position/Function

	     

	Telephone (Direct)

	(+ 

	Telephone (Mobile)

	(+ 

	Telephone (Switchboard) 

	(+ 

	Fax 

	(+ 

	E-mail 

	1- 
2- 

	INTERNATIONAL ORGANIZATION

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

	Name of international organization 
	     

	Country
	     

	Relationship with local institution
	     

	Contact person 
	      

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

	Telephone (direct) 

	(+      )*  

	E-mail
	1-      
2-      


	D. Cancer Management and Control

This section is for information only and does not have a bearing on whether the application will be approved


	Is there any national policy on cancer, specifically on cervical cancer, in your country? 

 FORMCHECKBOX 
  No
  FORMCHECKBOX 
  Yes
If YES, how would your program fit within the country’s cancer treatment and control plan?
      


	Are there plans to include HPV vaccination in your country’s cancer control or reproductive health strategy, either now or in the future? 
Please elaborate:       


	Does your institution have access to the following laboratory equipment for cervical cancer screening?

 FORMCHECKBOX 
 Cytology based screening (conventional Pap Smear or liquid based cytology screening)
 FORMCHECKBOX 
 HPV DNA diagnosis tests
 FORMCHECKBOX 
 Visual screening with acetic acid (VIA)

 FORMCHECKBOX 
 Other, please specify:      


	How many health facilities in your institution can routinely perform cervical cancer screening? 
     
If your institution lacks screening capacity, do you collaborate with another institution(s)? Please describe existing partnership(s): 
     



	E. Terms and Conditions

Your application form will be valid only if the following boxes are checked

	 FORMCHECKBOX 
   I understand that my institution must provide a signed letter from the national authorities,    authorizing my institution to receive GARDASIL through the GARDASIL Access Program

 FORMCHECKBOX 
   I have read the terms and conditions below and  accept and agree to them in full


	Name of the local applicant
	     

	Signature of the local applicant
	     

	Donation of GARDASIL®:  

These terms and conditions apply to all donated GARDASIL made available through the GARDASIL Access Program.

1.    General: Our deliveries of GARDASIL to your program are exclusively subject to the terms and conditions contained herein. Opposite or diverging terms and conditions are not accepted, unless we have expressly given our written consent in a particular case.

2.     Intended Use: GARDASIL supplied to your program is intended solely for administration to populations as per approved product labeling in your country by the regulatory authority and/or permitted use under your program (as referenced in Section 5). GARDASIL supplied to your program shall be used in accordance with World Health Organization (WHO) Guidelines. Any usage outside the scope of the program described in the application form that you submitted requires prior authorization from the donor – Axios Healthcare Development, Inc. (AHD).

3.    Delivery: AHD will deliver GARDASIL after quantity, method of shipping, place of delivery, and other delivery details have been agreed upon in writing, in the timely manner possible. AHD will only deliver the vaccines to the indicated port of entry, and the institution applying will thereafter meet all costs of clearing customs and delivering to the targeted population.

4.    Inventories Management, Records and Reporting: You will be responsible for properly managing and storing your inventories of donated GARDASIL and you are obliged to create an auditable record of its use. You agree to submit periodic progress reports on the use of GARDASIL, your inventories, the distributed volumes and, upon reasonable request, to provide AHD with additional information relating thereto and especially regarding the use of GARDASIL by your program or institution. 

5.    Local Use and Approvals: The supply of GARDASIL to your program is restricted for use in the destination country and subject to regulatory approval and/or any other approval necessary in the destination country before importation and use. In circumstances where GARDASIL is not registered in the destination country, your program has the responsibility to take appropriate steps, including contact with the official health and regulatory authorities, to obtain the necessary import and usage permits. In addition, you will take title and risk to the donated GARDASIL upon delivery to the agreed upon place of delivery and you shall assist with customs clearance of the donated GARDASIL, which includes waiver of taxes, levies, or other fees. AHD will make available to you the necessary donation certificate that will facilitate your obtaining tax exemptions whenever applicable.

6.    Distribution:  All distribution of the supplies shall be restricted to the program as described in the application and exclusively in the presentation form of the goods as supplied by AHD. Sale of any volumes of donated GARDASIL is expressly forbidden. It is the obligation of the applicant to ensure a safe distribution chain and to exclude diversion of the supplies to recipients outside of your program.

7.    Reporting of Safety-Related Information: It is the responsibility of the applicant to report, in accordance with the process established by AHD, any adverse event(s) or serious adverse event(s) related to the use of GARDASIL by your program.
Please ensure that your healthcare workers administering GARDASIL attend training programs offered by government or non-governmental organizations to facilitate the appropriate use of donated GARDASIL. You agree that you will vigorously attempt to prevent, detect, and promptly report on any theft or diversion of GARDASIL to:

GARDASIL Access Program

Axios Healthcare Development c/o Axios International

7, Boulevard de la Madeleine

75001 Paris, France

Tel: +33 (0) 144 860 760

Fax: +33 (0) 144 860 122

E-mail: GARDASILaccess@axiosint.com



APPENDIX A
Key Indicators for GARDASIL Access Program

Follow-up of vaccination beneficiaries:

1. Number of people who have received their 1st dose of GARDASIL
a. For the reporting period
b. Cumulative from program start
2. Number of people who have received their 2nd dose
a. For the reporting period
b. Cumulative from program start
3. Number of people who have received their 3rd dose
a. For the reporting period
b. Cumulative from program start
4. Issues/special circumstances concerning timely follow up 
Safety:
5. Adverse events and serious adverse events
Communication and sensitization of key stakeholders:

6. Targeted populations addressed by your program's communication campaign 

7. Key messages in each communication

8. Methods of communication (e.g., print, radio, community organized events, etc.)

9. Lessons learned from each communication

10. Success/challenges in communication campaign

11. Notes on any local media coverage of your program and how you reacted to it
Logistics and distribution:

12. Challenges ensuring and maintaining cold chain, adhering to storage and handling guidelines, distributing the vaccines to your health facilities, etc. 

Operations:
13. Product usage during period (e.g., current inventory, usage to date, wastage, etc.) 

14. Other operational challenges (e.g., waste disposal, inventory management, etc.) 

15. Operational efficiencies (e.g., integration of GARDASIL vaccination with other health interventions)
Monitoring & Evaluation (M&E) system: 
16. Accuracy between quarterly data aggregated at central level and individual records generated by each site
17. Challenges in data reporting processes and data quality maintenance

Budget:

18. Difference between actual expenditures and planned budget
APPENDIX B
Example of Monitoring & Evaluation table from Section B-3:
	Objective
	Indicator(s)
	Activities
	Timeline
	Comments/Expected Achievements

	#1- Assess efficiency of the vaccination program 
	# of girls who received 1st, 2nd and 3rd doses on schedule
     
	-Administer the 3 doses on schedule to girls from selected sites
	From M0 to end of vaccination program
	Each girl has received the 3rd dose by end of vaccination program

	#2- Increase sensitization of key stakeholders 
	# of stakeholders mobilized
	Regular contact/meetings with Stakeholders
	From M (-3) until final phase of the program
	Each stakeholder has been informed and received information on program

	#3
	
	
	
	

	#4
	
	
	
	

	#5
	
	
	
	

	Etc…
	
	
	
	


� Merck & Co., Inc. (Whitehouse Station, NJ, USA) operates as Merck Sharp & Dohme (MSD) in most countries outside the United States





GARDASIL® is a registered trademark of Merck & Co., Inc, Whitehouse Station, NJ, U.S.A.
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