
How can the diagnostic process be improved to enhance  
industry reactivity? 

Graham Ellis, Head of Global Toxicology, Givaudan Fragrances 

IDEA Workshop, August 28th 2013 



How can the diagnostic process be improved to enhance  
industry reactivity? 

 

IIDEA Workshop August  28th 2013 

2 

  Perspective  

  Use of clinical data in risk assessment and 
management 

  Industry intiatives 

  Allergens of specific concern 

  Conclude 

 



IIDEA Workshop August 28th 2013 

 

3 

CONSUMER 

INFORMATION 

 

 

- Clinical Data 

- Cosmeto- 

vigilance 

- Complaints 

 

RISK 

ASSESSMENT 

RISK 

MANAGEMENT 

OPTIONS 

TOXICOLOGY/ 

HAZARD DATA 

+ EXPOSURE 

The perspective of an industry risk assessor/manager 
 

* 

*Allergen of specific concern? 



Toxicological and Exposure information   

IIDEA Workshop August 28th 2013 

 

4 

 Animal data – LLNA, GPMT, Buehler etc 

 

 Human data – HRIPT 

 

 Limited use currently of in vitro and in silico data 

 

 Exposure data based on real use surveys  



Risk assessment and management 
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 Use of Quantitative Risk Assessment (QRA) 

 

 Aim to prevent Induction of sensitisation 

 

 Specific to ingredient and product type 

 

 Continual improvement of QRA through IDEA Programme (1st Workshop) and other 

intiatives (aggregate exposure) 

 

 Risk management via IFRA standards, customer information, additional limitations 

 

 

 

 



Use of clinical data in risk assessment 

IIDEA Workshop August 28th 2013 

 

6 

 Ideally clinical data will allow us to determine if the risk assessment is sufficiently 

protective 

 

 Feedback into and revision of risk assessment could be made based on an emerging 

clinical picture 

 Early corrective actions 

 

 However, clinical data is often not accompanied by sufficient information which can 

inform a risk assessment 



Importance of clinical relevance (and more) for informing  

risk assessment/managment 
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Ideally a risk assessor/manager needs to know: 

 

- Is there an issue with a specific ingredient? 

 

- What is the source of the induction (occupational, cosmetic, other?) 

 

- What level (dose) of ingredient is causing the issue? 

 

- Is there an issue with a specific product type/body area? 

 

- What is the scale of the issue? 

 

Then, can risk assessment be reviewed and corrective risk managment measures be 

taken…? 
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Clincal data + RA/RM - RA/RM Examples 

Single cases Potential for early 

warning 

Can provide 

specific data 

relevant to RA 

(product type, 

clinical relevance 

etc) 

May be limited 

number of cases 

Relevance of 

reaction to RA/RM 

needs to be 

established 

e.g. IVDK 

programme 

Clinical-

epidemiological 

studies 

Provides evidence 

of an issue in 

targeted population 

Can inform 

additional risk 

management needs 

Relevance to 

specific products 

rarely available 

Unspecific for 

RA/RM 

e.g. FM1  

FM2.  

Targeted testing 

of a specific 

allergen 

Epidemiological 

data 

Provides 

information on 

general population 

Can inform 

addtional risk 

management needs 

Unspecific for 

RA/RM 

 

e.g. EDEN study 
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Diagnostic 
information 

Need for detail 
to inform risk 

control 



Some fragrance industry initiatives 
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 Early detection of fragrance allergens 

 e.g. RIFM discussions with ESCD, IVDK, Clinicians 

 

 IFRA procedures on providing information to Dermatologists 

 

 «Cosmetic on call» and  «Fragrance on call» services 

 

 Provision of samples for patch testing 

 Marketed qualities of ingredients provided free of charge to patch test manufacturers to ensure 

correct qualitiy 

 

 Continual improvement of risk assessment tools 

 QRA and other activities coming from 1st and 2nd IDEA Workshops 



IFRA procedures on providing information to Dermatologists 
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 IFRA Code of Practive requires manufcaturers to give «full assisstance to physicians in 

attempting to discover the causative agents of contact dermatitis» 

 

 Guidance has been published 

 Identification of the causes of an allergic reaction to a fragranced consumer product 

Cadby et al, 2010. 

 

 Recommends contact between dermatologist and consumer product manufacturer (or 

direct with fragrance house) when fragrance allergy is suspected 
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Frequency 

Context of 

other 

allergens 

(food, 

animal) 

Regulatory 

context Human 

variability 

Severity of 

response 

Exposure 

Early detection      Issue   High concern 

Risk management options 



Industry goal re. «allergens of specific concern» 
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 A fragrance allergen of specific concern may be considered as a normal fragrance 

allergen for which appropriate risk management measures were taken too late (or 

innefective)  

 

 Consequently, the substance sensitized a significant proportion of the general 

population and special risk management measures (such as consumer information) 

are necessary to prevent elicitation  

 

 Acting more quickly and taking pro-active risk management measures may have 

avoided the problem 

 

 The industry goal is to solve the problem at the earliest stage – for the greatest 

benefit of the consumer (who is not sensitized) and the industry (which avoids 

unnecessary bans and labeling)  
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 Greater level of information and closer collaboration from diagnostic process would 

allow better refinement of risk control tools 

 

 Consumer prduct companies/fragrance houses are available to provide detailed 

information on fragrance 

 

 Information on patients relevant to risk assessment – source of reaction, site, 

relevance etc would be the ideal but often not available 

 

 High level information (i.e. without clinical relevance, causal link to product) is useful in 

a non-specific way (e.g. trend indicator) 

 

 Goal to avoid having allergens of specifc concern through early identification and 

corrective actions (and avoid unnecessarily restricting perfumery creativity) 

 

 




