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	1. General Data

	

	1.1. Latin name of the essential oil/concrete/absolute and synonyms (common name in English):

	
	

	

	Chemo type:
	

	

	1.2. Botanical information

	

	- Name of the plant (binomial name
 (genus, species, author) and synonyms):

	
	

	- Other cultivars of the plant:

	
	

	

	- Part of the plant used:
	

	

	- State of the plant (dry or fresh):
	

	

	- Origin (land, region) of the plant:
	

	

	- Harvesting time:
	

	

	

	1.3. Production data :

	

	- Mode of preparation (steam distillation, CO2 extraction, fractionated distillation, …):

	
	

	

	- Essential oil/plant percentage:

	
	

	

	- Chemotype and its chemical composition (composition of major components and/or components that have been shown in literature to be toxic): 

	
	

	- Does the chemical composition proves the correctness of the chemo type according to literature:

	
	

	

	- Residual solvents (limits):

	
	

	

	

	2. Applications (Internal Use)

	

	- Target population (age, sex), recommended daily intake (RDI) of the essential oil and express the RDI in function of the dose of its main components, recommended duration of intake

	
	

	

	- Flavouring applications (doses):

	
	

	

	3. QUALITY DATA

	The certificate of analysis has to be included and should comply with the requirements of the European Pharmacopoeia or with the AFNOR standards.

	

	3.1. Monograph European Pharmacopoeia:

	
	

	

	3.2. Monograph AFNOR:

	
	

	

	3.3. Other specifications:

	
	

	

	

	4. Non-Clinical Data Of The Essential Oil And/Or Of The Components

	The list below is intended as guidance for bibliographical research on the toxicological properties of the essential oil and/or its major components and components that have been shown in literature to be toxic.  It is understood that not all sections will be addressed due to limited published data available, however, a justification for the omission of data should be provided. 

Give an accurate summary of the literature which is referred to.

	Please indicate when one of the recommended databases were consulted:

	
	

	Date
	Database

	
	TOXNET (http://toxnet.nlm.nih.gov/)

	
	PubMed (http://www.ncbi.nlm.nih.gov/sites/entrez?cmd=Search&db=pubmed)

	
	INCHEM (http://www.inchem.org/)

	
	National Toxicology Program (http://ntp.niehs.nih.gov/)

	
	Other: 

	

	4.1. Acute toxicity

	
	For each study please specify: test substance, species, dose(s), route of administration, major findings, LD50 or approximate.

	
	

	

	4.2. Repeated Dose Toxicity

	
	For each study please specify: test substance, species, dose(s), exposure time, route of administration, major findings, NOAEL / NOEL / LOAEL / LOEL.

	
	

	

	4.3. Genotoxicity

	
	For each study please specify: test substance, test system, concentration(s)/dose(s), exposure time, route of administration, outcome (positive, negative and equivocal). The genotoxicity tests should be conducted according to the guidelines of the European Medicine Agency (EMA).

	
	

	

	4.4. Carcinogenicity

	
	For each study please specify: test substance, species, dose(s), exposure time, route of administration and major tumour findings, NOAEL / NOEL.

	
	

	

	4.5. Reproductive toxicity

	
	For each study please specify: test substance, species, dose(s), exposure time, route of administration and major findings, NOAEL / NOEL / LOAEL / LOEL.

	
	

	

	4.6. Other

	
	Any other non-clinical relevant findings can be mentioned here (in vitro and in vivo). 

For each study please specify: test substance, species/cell type, dose(s) / concentration(s), exposure time, route of administration, major findings, NOAEL / NOEL / LOAEL / LOEL.

	
	

	

	4.7. Toxicokinetic data

	
	Information on the absorption, distribution, metabolisation and excretion can be mentioned here. For each study please specify: test substance, test system (in vivo/in vitro), dose(s)/concentration(s), exposure time, route of administration, pharmacokinetic parameters (C-max, T-max, AUC, volume of distribution), metabolite, … .

	
	

	

	

	5. Human Safety Data Of The Essential Oil And/Or Of The Major  Components  And Components That Have Been Shown In Literature To Be Toxic

	
	All published human safety data should be reported.

For each study please specify: test substance, dose(s), duration of administration, route of administration, major findings.

	
	

	

	

	6. Integrated Risk Assessment Of The Essential Oil And/Or Of The Major  Components  And Components That Have Been Shown In Literature To Be Toxic

	
	Non-clinical and human findings will be assessed for their relevance to the human intended use with consideration for special risk groups: children (3-12 years), pregnant and lactating women, elderly, … .

	
	

	

	

	7. Acceptable  Daily Intake With Justification

	
	Recommendations for human use should be formulated.

	
	

	

	8. References

	
	

	


� according to the European Pharmacopoeia





