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[bookmark: _Hlk151971760]
[bookmark: _Hlk204864743]Module 2. Quality dossier summary templateInstructions when using this template:
[text] means it is needed to introduce the related appropriate text and remove the [].
(text) means the table/paragraph/text to which the ( ) refers can be inserted or not as appropriate, depending on the product specifics.

Purpose
The purpose of this implementation guidance (IG) document is to indicate the structure and nature of the summarized data to be presented in the Module 2 quality dossier summary. Applicants can use this IG as a template to ensure that all required data for Module 3 are submitted and duly summarized.
[bookmark: _Toc146878998][bookmark: _Toc148362762]Chemical and physical data
[bookmark: _Toc135393987][bookmark: _Toc146878999][bookmark: _Toc148362763]Chemical and physical properties
[bookmark: _Hlk4612787]Data on the chemical and physical properties of the active ingredient (AI) and the product [product name] are summarized here and presented in full in Module 3. Product-specific properties are summarized in Table 1. Numerical results are presented as: mean (range). The batches analysed to produce the chemical and physical properties data were batch numbers: [batch #1, batch #2, batch #3, batch #4, batch #5].
Note: The properties defined in Table 1 have been identified as critical information to define a spatial emanator product and characterize the emanation properties that enable the product to induce the intended effect. Additional physical/chemical properties may be appropriate depending on the type of emanator and product design.




	Table 1. Physical/chemical properties for [product name]

	Data requirement
	Test method ID
	Result


Complete results from the studies [study names] are available in Appendix 1.
	Identification of [AI name] 
(and synergist, or second AI)
	
	The active ingredients each comply with an identity test

	[AI name] mean content


Accelerated storage [AI name] retention
	
	[value] g ([lower value in range] -[upper value in range] g)

[value] % ([lower value in range] -[upper value in range] %)

	[name of impurity if any] mean content
	
	[value] % ([lower value in range] -[upper value in range] %)

	[synergist or second AI ] content


Accelerated storage [synergist or second AI ] retention
	
	[value] g ([lower value in range] -[upper value in range] g)

[value] % ([lower value in range] -[upper value in range] %)

	Daily emanation rate
	
	[value] mg/day ([lower value in range] - [upper value in range] mg/day)

	Maximum emanation rate (first 24 hrs)
	
	[value] mg/day 

	[Any other physical/chemical properties as per spatial emanators guidance and/or influenced by the product design]
	
	


[bookmark: _Toc65500652][Comment on the properties of the product kept at ambient temperatures as compared to after accelerated storage stability test conditions.]


[bookmark: _Toc126136559][bookmark: _Toc135393988][bookmark: _Toc146879000][bookmark: _Toc148362764]Manufacturing, composition and formulant information
A summary of the manufacturing process data is presented in Table 2. 
	Table 2. Manufacturing process and product composition data submitted for [product name]

	Description of starting material
	[AI name] TC (and synergist TC) formulated as [fill in with appropriate text].
(The sources of AI(s) are supported by a current evaluation report confirming compliance of the materials with the established WHO specification.)

	Declaration of product formulation
	Included in the confidential business information.

	Production/ formulation process
	The integral components are manufactured by [fill in with appropriate text].
The finished product is manufactured by [fill in with appropriate text].

	Packaging
	The product is packaged individually in [fill in with appropriate text] or in [fill in with appropriate value/text] with [fill in with appropriate value/text] adhesive label per. [fill in with appropriate text].

	Discussion of impurities
	([fill in with impurity name if any] was analysed and reported as a percentage of the total [AI name] concentration.)
There are no relevant impurities of toxicological concern.

	Certification of limits
	[AI name]: [value] g, acceptable limits [lower value in range] - [upper value in range] g
[synergist name]: [value] g, acceptable limits [lower value in range] -[upper value in range] g


[bookmark: _Toc65500653][bookmark: _Toc126136560][bookmark: _Toc135393989][bookmark: _Toc146879001][bookmark: _Toc148362765]Enforcement analytical method
	Table 3. Details of the analytical method used to determine [AI name] and [synergist name or second AI] in [product name]

	Quantification of [AI name] (and [synergist name, or second AI ])
	


[bookmark: _Toc146879002][bookmark: _Toc148362766]



Chemical characterization 
Emanation study results 
	Table 4. [AI name] determination during emanation study of [product name] (batch numbers [batch #1, batch #2, batch #3, batch #4, batch #5])

	Batch ID
	Day 0
	Day x
	Day x
	Day x
	Day x
	Day x
	Day x
	Day x
	Day x
	Day x
	Day x
	Day x

	[Batch ID]
	[Mean value] for weight of [AI name] 
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	Insert as many columns as needed for all days

	[Batch ID]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	

	[Batch ID]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	

	[Batch ID]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	

	[Batch ID]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	


The mean [AI name] weight presented in Table 4 was determined based on [value] samples belonging to [value] batches. 
	Table 5. [AI name] emanation rate of [product name] (batch numbers [batch #1, batch #2, batch #3, batch #4, batch #5])

	Batch ID
	Mean daily rate
	Minimum daily rate
	Maximum daily rate
	R2

	[Batch ID]
	[value] mg/day
	[value] mg/day
	[value] mg/day
	[value]

	[Batch ID]
	[value] mg/day
	[value] mg/day
	[value] mg/day
	[value]

	[Batch ID]
	[value] mg/day
	[value] mg/day
	[value] mg/day
	[value]

	[Batch ID]
	[value] mg/day
	[value] mg/day
	[value] mg/day
	[value]

	[Batch ID]
	[value] mg/day
	[value] mg/day
	[value] mg/day
	[value]


The [AI name] daily emanation rate presented in Table 5 was determined based on [value] samples belonging to [value] batches. 
(Minimum and mean effective periods calculated from the target dose divided by the maximum and mean emanation rates respectively were [value] days and [value] days respectively.)
[bookmark: _Toc146879007][bookmark: _Toc148362769]Chemical characterization of products used in efficacy studies
Chemical characterization data of product samples collected at the start, periodic times, and end of the efficacy studies are reported in the tables below. 
	Table 6. [AI name] determination during [flight room/semi-field] study of [product name] (batch numbers [batch #1, batch #2, batch #3])

	Batch ID
	Day 0
	Day x
	Day x
	Day x
	Day x
	Day x
	Day x

	[Batch ID]
	[Mean value] 
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]

	[Batch ID]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]

	[Batch ID]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]
	[Mean value]


The mean [AI name] weight presented in Table 6 was determined based on [value] samples belonging to [value] batches.
Include as many columns as necessary. Replicate table for each flight room/semi-field study.
Chemical characterization conclusions
[bookmark: _Hlk536775724][bookmark: _Toc146879009][Summarize the findings of the characterization studies and provide full interpretation of the results]. 
Spatial emanators guidance
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[bookmark: _Toc135394011][bookmark: _Toc146879012][bookmark: _Toc148362774]Appendix 1. 
Summary of available data considered in Module 3
Batches used to generate the physical/chemical data 
	Batch number
	Date
	Description
	Uses

	[batch number]
	[Month/Year]
	[colour, physical state]
	[e.g., 5 batch physical/chemical properties analysis; in-use stability (laboratory)/storage stability/laboratory bioassays]

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


 Note: “5 batch physical chemical properties analysis” refers to the analysis of all the properties in “Table 1. Physical/chemical properties for [product name].


Product characteristics
Study [number]
	Property 
	Batch ID 
	Test method 
	Results 

	[AI name] content 
(Numbers in parentheses indicate percentage of target dose)
	[Batch ID]
[Batch ID]
[Batch ID]
[Batch ID]
[Batch ID]
[as much as required Batch ID] 
Mean 
Relative standard deviation (RSD %)
	
	[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)

[value] g 
[value] %


	[Name of impurity if any] content 
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[as much as required Batch ID] 
Mean 
RSD
	
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 

[value] % 
-

	[Synergist name or second AI ] content 
(Numbers in parentheses indicate percentage of target dose)
	[Batch ID] 
[Batch ID]
[Batch ID]
[Batch ID]
[Batch ID]
[as much as required Batch ID] 
Mean 
Relative standard deviation (RSD %)
	
	[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)

[value] g ([lower value in range] -[upper value in range] g)

[value] g 
[value] %


	Mean daily emanation rate ([AI name]) 
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[as much as required Batch ID] 
Mean 
RSD
	
	[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 

[value] mg/day 
[value] % 

	Minimum daily emanation rate ([AI name]) 
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[as much as required Batch ID] 
Mean 
RSD
	
	[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 

[value] mg/day 
[value] % 

	Maximum daily emanation rate ([AI name]) 
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[as much as required Batch ID] 
Mean 
RSD
	
	[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 

[value] mg/day 
[value] % 

	Maximum emanation rate (first 24 hours)
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[as much as required Batch ID] 
Mean 
RSD
	
	[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 

[value] mg/day 
[value] % 

	[Any other physical/chemical property as per spatial emanators guideline]
	
	
	





Study [number]
	Property 
	Batch ID 
	Test method 
	Results 

	[AI name] content 
(Numbers in parentheses indicate percentage of 
target dose)
	[Batch ID]
[Batch ID] 
[Batch ID]
[Batch ID]
[Batch ID]
[as much as required Batch ID] 
Mean 
Relative standard deviation (RSD %)
	
	[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)

[value] g 
[value] %


	[Name of impurity if any] content 
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[as much as required Batch ID] 
Mean 
RSD
	
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 

[value] % 
-

	[Synergist name or second AI] content 
(Numbers in parentheses indicate percentage of target dose)
	[Batch ID]
[Batch ID]
[Batch ID]
[Batch ID]
[Batch ID]
[as much as required Batch ID] 
Mean 
Relative standard deviation (RSD %)
	
	[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)
[value] g ([lower value in range] -[upper value in range] g)

[value] g 
[value] %


	Mean daily emanation rate ([AI name]) 
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[as much as required Batch ID] 
Mean 
RSD
	
	[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 

[value] mg/day 
[value] % 

	Minimum daily emanation rate ([AI name]) 
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[as much as required Batch ID] 
Mean 
RSD
	
	[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 

[value] mg/day 
[value] % 

	Maximum daily emanation rate ([AI name]) 
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[as much as required Batch ID] 
Mean 
RSD
	
	[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 
[value] mg/day 

[value] mg/day 
[value] % 

	[Any other physical/chemical property as per spatial emanators guideline]
	
	
	





Storage stability 
Study [number]
Batch IDs: [Batch IDs] 
Storage conditions (for accelerated storage stability): [value] weeks at [value] °C
	Property 
	Batch ID 
	Before storage
	After storage
	Change

	[AI name] content 
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[as much as required Batch ID] 
Mean 
RSD
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g 
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g 
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g 

	[synergist name, or second AI] content
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[as much as required Batch ID] 
Mean 
RSD
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g 
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g 
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g 

	[AI name] retention 
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[as much as required Batch ID] 
Mean 
RSD
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 

	[synergist name, or second AI] retention 
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[as much as required Batch ID] 
Mean 
RSD
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 

	[Any other phys chem property as per spatial emanators guideline]
	
	
	
	





[bookmark: _Toc146879013]Study [number]
Batch IDs: [Batch IDs] 
Storage conditions: [value] months at [value] °C
	Month
	Property 
[AI name] content
	Weight Change [AI name]
	([synergist name, or second AI] content)
	[Any other physical/chemical property as per spatial emanators guideline]
	Batch ID

	0
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[As much as required Batch ID] 
Mean 
RSD

	3
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[As much as required Batch ID] 
Mean 
RSD

	6
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[As much as required Batch ID] 
Mean 
RSD

	9
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[As much as required Batch ID] 
Mean 
RSD

	12
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[As much as required Batch ID] 
Mean 
RSD

	18
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[As much as required Batch ID] 
Mean 
RSD

	24
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[As much as required Batch ID] 
Mean 
RSD

	36
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
[value] % 
	[value] g 
[value] g
[value] g
[value] g
[value] g
[value] g 
[value] g 
[value] g
	
	[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[Batch ID] 
[As much as required Batch ID] 
Mean 
RSD
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