APPENDIX D

RECOMMENDED FORM FOR NOMINATION OF THE METERED-DOSE INHALER (MDI) AS AN ESSENTIAL USE
INSTRUCTIONS:

1. Please submit in English.

2. A separate nomination must be submitted for each proposed essential use.

3. Incorporate by reference, information from the prior nominations, as appropriate.

4. Where possible, electronic submission in addition to the paper copy is encouraged.

The term "metered-dose inhaler" refers to orally inhaled aerosol products for the delivery of medicines directly to the lungs using a propellant. Nominations for any other medical aerosol (e.g., nasal inhalers) should be submitted separately.

All nominations should be forwarded to:

Executive Secretary

Ozone Secretariat

United Nations Environment Programme

United Nations Avenue, Gigiri
P.O. Box 30552

Nairobi 00100
Kenya 

	Telephone: 
	(254 20) 762 3851/3611

	Facsimile: 
	(254-20) 762 46 91/92/93

	E-mail: 
	ozoneinfo@unep.org


Please provide the following Nominating Party information:

    Party/Country:



    Contact Person:



    Title:




    Address (include 

    city/code numbers):


    Telephone:



    Fax:




    E‑Mail:




Expert(s)*

    Organisation(s):


    Contact Person(s):


    Address(es):



    Telephone(s):


    Fax(es):



    E‑mail(s):



*
Expert(s) in the country who can be contacted for clarification.

Nominations must be received no later than 31 January of the year prior to the first year for which an exemption is requested.

PLEASE NOTE: TEAP and its TOC may be unable to recommend essential use nominations that fail to comply with instructions from Parties.

I.
Summary of Nomination

A. Please identify and describe in detail the proposed uses.  Please indicate for what disease or treatment the proposed use is intended.  (Decision IV/25, pars. 2 and 3)

B. Please specify the active ingredient(s) used.  (Decision IV/25, pars. 2 and 3)

C. Please identify the intended market(s) for sale or distribution for each active ingredient.  (Decision XV/5, par. 2)

D. Please indicate below the quantity of CFCs
 requested for the proposed use in each year being nominated for each active ingredient and for each intended market for sale or distribution; if necessary, the quantities for intended markets may be best estimates from requesting companies.  If more specific data are not available, data aggregated by region and product group may be submitted for Article 5(1) intended markets for sale or distribution.  (Decision IV/25, pars. 2 and 3, Decision XV/5, par. 2, Decision XVI/12, par. 2, and Decision XX/3, par. 1(a)(iii))

Nominated quantities of CFCs (metric tonnes) for essential uses by active ingredient and intended market for sale or distribution

	
	2011

	Active Ingredient or Product Group 1
	

	     Country/Region
	

	     Country/Region
	

	Active Ingredient or Product Group 2
	

	     Country/Region
	

	     Country/Region
	

	Active Ingredient or Product Group 3
	

	     Country/Region
	

	     Country/Region
	


(Specify name of active ingredient and country or region – if region, specify names of countries included.  Add additional rows as needed).

II.
Substantiation of Nomination


A.
Role in Society

1.
State whether the nomination is for the treatment of asthma and/or chronic obstructive pulmonary disease.  If not, explain why this use is necessary for health and/or safety or critical for the functioning of society?  (Decision IV/25, pars. 2 and 3)

•
Describe the nature of the disease(s) that the proposed use is intended to treat, e.g., the nature and prevalence of the disease and the role of MDIs (versus other forms of therapy) in treating the disease(s).
2. 
For non-Article 5 Parties, does this use include any MDI product approved after 31 December 2000 for the treatment of asthma and/or chronic obstructive pulmonary disease?  (Decision XII/2, par. 2).


For Article 5 Parties, does this use include any MDI product approved after 31 December 2008, excluding any product in the process of registration and approved by 31 December 2009 for the treatment of asthma and/or chronic obstructive pulmonary disease?

•
If so, provide documentation to demonstrate that this product is necessary for health or safety and that there are no technically and economically feasible alternatives available. 


B. 
Description of Transition Status

The following elements should be addressed or updated in each year's nomination: 

1. 
Has a transition strategy applicable to the intended market(s) for sale or distribution and a plan of action regarding the phase-out of the domestic use of CFC MDIs where the sole active ingredient is salbutamol been submitted to the UNEP Ozone Secretariat?  (Decisions IX/19, par. 5, XII/2, par. 5(c), XV/5, par. 4, 4 bis and 5, and XX/3, par. 1). 

2.
Explain, if known, for each intended market for sale or distribution as set forth above how any national transition strategy covering that intended market applies to the active ingredients(s) .  (Decision XV/5, par. 3 and Decision XX/3, par. 1) 

3. 
Describe progress in the transition to CFC-free alternatives pursuant to the national or regional transition strategy submitted to the Secretariat in the domestic market.  (Decision IX/19, pars. 5 and 5 bis, Decision XII/2, par. 5(c), and Decision XX/3, par. 1(e)) 

4.
Briefly describe the plan of action adopted by the Party pursuant to paragraphs 4, 4 bis and 5 of Decision XV/5, which provides for a plan of action including a specific phase-out date for salbutamol CFC MDIs sold or distributed in non-Article 5 Parties (for non-Article 5 Parties) or for domestic use (for Article 5 Parties), specific measures and actions sufficient to deliver the phase-out (for non-Article 5 Parties); and actions and measures needed to ensure continuing access to or supply of CFC-containing MDIs by Article 5 Parties, where appropriate (for non-Article 5 Parties).  (Decision XV/5, pars. 4, 4 bis, and 5, and Decision XX/3, par.1(a)(iii) and (g)) 

5.
(a)
Describe progress made towards determining and submitting a specific date by which time the Party will cease making nominations for essential use exemptions for CFCs for metered-dose inhalers where the active ingredient(s) is not solely salbutamol and the metered-dose inhalers are expected to be sold or distributed on the market of any Party.  (Decision XV/5, par. 6, and Decision XX/3, par. 1(a)(iii)) 


(b)
Describe progress made towards submitting a specific date by which time a regulation or regulations to determine the non-essentiality of the vast majority of CFCs for MDIs where the active ingredient is not solely salbutamol will have been proposed.  (Decision XVII/5 pars. 3 and 3 bis, and Decision XX/3 par. 1(d))
6. 
For Parties exporting to Parties operating under paragraph 1 of Article 5 where the exports of an active ingredient to that Party exceed 10 metric tonnes, summarise the export manufacturing transition plans submitted to the importing Party pursuant to Decision XVIII/16, taking care to protect any confidential information.  (Decisions XVIII/16, pars. 7, 8, 9 and 10, and XX/3, par. 1(a)(v)).

7.
Explain what substitutes and alternatives to the proposed use are currently available and efforts being undertaken to employ alternatives in the future.  (Decision IV/25, pars. 1(a)(ii), 1(b)(i), 2, 3(d) and 4; Decision VIII/10, par. 1; Decision VIII/11; Decision XII/2, par. 4; and Decision XX/3, par. 1(a)(i) and (ii)) 

• 
Describe any new or existing forms of treatment available if not previously described in a prior essential use nomination. 

•
List the substitutes and alternatives to the proposed use that are currently licensed and describe availability, including trends in the availability and usage of alternative inhalation devices and the likely impact on the need for CFCs for MDIs in the year for which nomination is made. 

•
Describe efforts to employ alternatives to this application in the future, including efforts to foster approval of alternatives in the domestic and export markets.
8. 
Explain steps being taken to implement these substitutes and alternatives.  (Decision IV/25, pars. 1(a)(ii), 1(b)(i), 2 and 3(d)) 

• 
Describe the education efforts being undertaken to accomplish the transition. 

• 
Describe how MDI manufacturers or distributors differentiate the packaging of non‑CFC MDIs from CFC‑driven MDIs and describe what marketing strategies are being taken to assure that their non‑CFC MDIs are used, and describe the steps that companies applying for essential use exemptions have taken to obtain approval for CFC‑free alternatives in their domestic and export markets. 

• 
Describe what steps have been taken to ensure that companies manufacturing, distributing, or selling CFC MDIs and non‑ CFC alternatives do not engage in false and misleading advertising targeted at non‑CFC alternatives or CFC MDIs. 

• 
Describe what steps have been taken to ensure that companies applying for MDI essential use exemptions participate in regulatory proceedings with a view toward legitimate environmental, health and safety concerns. 

• 
Explain why alternatives and substitutes are not sufficient or appropriate to eliminate the proposed use. 

• 
State any other barriers encountered in eliminating the use of the controlled substance for this application.
9. 
Assure that each company requesting essential use allocations has demonstrated ongoing research and development of alternatives to CFC MDIs with all due diligence and/or collaborated with other companies in such efforts, has made a commitment to the reformulation of each CFC MDI product, has a timetable in which the formulation process for each CFC MDI product may be completed, and has provided evidence that it is diligently seeking approval of its chlorofluorocarbon-free alternatives in its domestic and export markets and transitioning those markets away from the chlorofluorocarbon products. (Decisions VIII/10, par. 1, XVIII/7, par. 3, XIX/13, par. 3 and XX/3, par. 1(a)(i) and (ii)) 

10. 
Describe the steps being taken by companies to provide a continuity of supply of asthma and chronic obstructive pulmonary disease treatments to importing countries.  For non-Article 5 Parties, also describe the steps being taken by companies to assist their MDI manufacturing facilities in Parties operating under Article 5(l) and countries with economies in transition in upgrading the technology and capital equipment needed for manufacturing non-CFC asthma and chronic obstructive pulmonary disease treatments.  (Decision VIII/10, pars. 9 and 10, and Decision XX/3, par. 1(a)) 

III
Substantiation of Volumes

1.
Please indicate below the actual or estimated quantities of CFCs used in years prior to the first year for which an exemption is requested.





Year Prior to Nomination (metric tonnes)

	Ozone
	
	
	
	
	
	
	
	

	Depleting
	2006
	2007
	2008
	2009
	2010
	2011
	2012
	2013

	Substance
	
	
	
	
	
	
	
	

	CFC-l1, 12,
	
	
	
	
	
	
	
	

	113, 114 (aggregate)
	
	
	
	
	
	
	
	


2.
For the nominated quantities intended for use in MDIs for export, assure that the Secretariat's list of CFC MDI active ingredients and/or category of products determined to be non‑essential by an importing Party has been consulted, and that none of the volumes requested shall be used for items posted on that list. (Decision XII/2, par. 3)

3.
Describe measures to minimise emissions of CFCs during the manufacture of the essential use products, including design considerations and maintenance procedures.  (Decision IV/25, pars. 1(b)(i), 2 and 3(b); Decision VI/9, par. 4; Decision VIII/10, pars. 6 and 7; and Decision XX/3, par. 1(a)(i) and (ii)) 

4.
Describe efforts that have been made to acquire stockpiled or recycled controlled substance for this application both domestically and internationally. (Decision IV/25, par. 1(b)(ii))

5.
Provide details of the management of the stockpile and any surplus.  (Decision IV/25, par. 1(b)(ii)) 

6.
Provide details of the existing stock of pharmaceutical-grade CFCs (pre- and post-phase-out) held by the Party requesting an essential use exemption, describing the quantity (metric tonnes), the quality and the availability for the year prior to the nomination.  Describe how this stockpile will be utilised in coming years.  (Decision IV/25, par. 1(b)(ii) and Decision XVI/12, par. 3, Decision XVII/5 par. 2, Decision XVIII/7 par. 2, Decision XIX/13 par. 2 and Decision XX/3 par. 1(c)) 

7.
Confirm that the nominating Party has given due consideration to the following.  That: 


a.
Each company's existing stock of pharmaceutical-grade CFCs (including CFCs the company possesses or has title to, pre- and post- phase-out) aims not to exceed one year's operational supply (the amount used by the company to produce CFC MDIs in the preceding year); 


b.
The Party's aggregate stocks of pharmaceutical-grade CFCs (pre- and post-phase-out) aim not to exceed one year's operational supply for that Party;  


c.
The Party’s nomination has been reduced, if necessary, with the objective of the Party’s aggregate stocks of available pre- and post-phase-out pharmaceutical-grade CFCs not exceeding one year’s operational supply; and


d.
All available pre-phase-out stockpiles have been, or will be, depleted by companies before drawing on essential use quantities and thereby assure that pre-phase-out stockpiles are taken into account in making essential use requests. 

(Decision IV/25, par. 1(b)(ii) and Decision XVI/12, par. 3, Decision XVII/5 par. 2, Decision XVIII/7 par. 2, Decision XIX/13 par. 2 and Decision XX/3 par. 1(c)) 

� 	The Parties decided in Decision X/6 to approve CFCs in the aggregate rather than by individual compound.  Therefore, Parties need only provide the total requested quantity of CFC-11, CFC-12, CFC-113, and/or CFC-114 in the aggregate.
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