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STUDY TYPE:  Dermal Sensitization - Guinea Pig; OPPTS 870.2600; OECD 406, 429

TEST MATERIAL (% a.i.):                   (CAS#      ) , Lot/ Batch #

SYNONYMS: 


CITATION:


SPONSOR:


EXECUTIVE SUMMARY:  In a dermal sensitization study (MRID ) with (formulation, note a.i. and %) in (name of vehicle if appropriate or undiluted test article), strain, species (source)(age, weight) were tested using the method of (cite study type).  Identify positive control material.  List clinical signs (systemic and local for LLNA) and mortality.  Necropsy results for LLNA if significant.
In this study, Formulation  is not a dermal sensitizer.  Label comment if applicable.
This study is classified as acceptable..  It does satisfy the guideline requirement for a dermal sensitization study (OPPTS 870.2600; OECD 406, 429) in the Guinea pig . 

COMPLIANCE:  Signed and dated GLP, Quality Assurance, and Data Confidentiality statements were provided.

(For traditional sensitization tests, otherwise delete; for LLNA, see below)
I.  PROCEDURE
A. Induction -

B. Challenge - 

C. Naive Controls - 

II.  RESULTS and DISCUSSION:

A. Reactions and duration -  

B. Positive control - 

C. Reviewer(s Conclusions:
D. Deficiencies - 

(For LLNA, otherwise delete)
I. MATERIALS and METHODS
	1.
	Radio Isotope 
	(as named in study)

	
	Description:
	(e.g. technical, nature, color, stability)

	
	Lot/Batch #:
	

	
	Radio-Purity:
	(purity and radio-purity)

	
	CAS #: 
	

	
	Date of Isotope Activity Assay:
	

	
	Date of use in bio-Assay:
	


2. Vehicle and/or positive control - (4:1 acetone/olive oil, N,N-dimethylformamide, methyl ethyl ketone, propylene glycol or dimethyl sulfoxide - If the vehicle used is not from the preceding list a rationale must be provided)./  Positive control should be hexyl cinnamic aldehyde or mercaptobenzothiazole dissolved in 4:1 AOO unless a rationale is provided.
3. Animal assignment and treatment - 

4.  Dose selection rationale - 

5.  Treatment preparation and administration -   25 μl of compound x was applied to the entire dorsal surface of each ear of each mouse. The application was repeated on days 2 and 3. On day 6 an injection of 250 μl phosphate buffered saline (PBS) containing 20 μCi of 3H-methyl thymidine (3H-TdR) or 250 μl PBS containing 2 μCi of  125 I-iododeoxy-uridine (125IU) and 10-5 M fluorodeoxy-uridine was made into the tail vein of each experimental mouse. Five hours later, the draining Auricular lymph node of each ear was excised into PBS. A single cell suspension of lymph node cells was prepared from each mouse. (describe method of cell suspension). Cells were precipitated with 5% trichloroacetic acid at 4 (C for 18 hours.

6.  Statistics - The following statistical procedures were employed (e.g., linear regression analysis to assess dose-response trends; Dunnett(s test to make pairwise comparisons).

7.  Range finding study (if conducted) - 

II.  RESULTS and DISCUSSION:

A. Disintegrations per Minute/Mouse (group means) -

	Sample Description

Test or Control Group
	 Animal #
	Individual Animal DPM a
	Group Mean DPM ( (SE)
	Stimulation Index (SI)*

	Vehicle
	1
	
	
	

	
	2
	
	
	

	
	3
	
	
	

	
	4
	
	
	

	
	5
	
	
	

	Low
	1
	
	
	

	
	2
	
	
	

	
	3
	
	
	

	
	4
	
	
	

	
	5
	
	
	

	Medium
	1
	
	
	

	
	2
	
	
	

	
	3
	
	
	

	
	4
	
	
	

	
	5
	
	
	

	High
	1
	
	
	

	
	2
	
	
	

	
	3
	
	
	

	
	4
	
	
	

	
	5
	
	
	

	Positive control
	1
	
	
	

	
	2
	
	
	

	
	3
	
	
	

	
	4
	
	
	

	
	5
	
	
	


a) PMRA:   Pooled animal data is also acceptable (minimum of 4 animals/group)
* SI = Group mean DPM ( Vehicle control mean DPM

B. Stimulation Index - 

	Sample Description

Test or Control Group
	Vehicle
	Low
	Medium
	High
	Positive Control

	Stimulation Index (SI)
	
	
	
	
	

	EC3b
	
	
	
	
	


b)  EC3 is the minimum concentration required to elicit a sensitization reaction (interpolated)
SI = Group Mean DPM ( Vehicle control mean DPM

EC3 = C + [ (3-D) / (B-D) ] * (A-C)

Where (C,D) fall below SI of 3 (C = concentration, D = SI) 

(A,B) fall above  SI of 3 (A = concentration, B = SI)
C. Reviewer(s Conclusions - 

D. Deficiencies - 


