


Column E Explanation

mﬁsﬂftorm : intended as an aid to completing the Column E explanation. It is ng
ok narty a}r\nm, addresses, prot.ocols. veterinary care programs, and the like
ation. A Column E explanation must be written S0 as to be understood by

t an official form and its use is
are not required as part of an
lay persons as well as scientists.

1. Registration Number:  33-R-0113

2. N 22
umber of animals used in this study.

\ . guinea pigs
. Species (common name) of animals used in the study.

4. Explain the procedure producing pain and/or distress.

Twenty-two guinea pigs were used on a positive control skin sensjtization test. Animals
received varying dosages topically of hexyl cinnamic aldehyde once to three times per week for 3
weeks and then were challenged two times after a two week rest period. A small number of
animals had reddened skin on the area of application and at the challenge site. No animals
exhibited skin swelling or severe skin reactions and all animals appeared gormal otherwise.
Although animals were classified in the Category E, animals exhibited mipor clinical signs during
the study and were not considered to have experienced pain and distress.

5. Provide scientific justification why pai i
' | Yy pain andor distress could not be relie
determine that pain and/or distress relief would interfere with test results\fe?éosrt

ltem 6 below)
The study was designed for commercial product testing. It examined the potential of the

product to cause sensitization or allergic responses. This study was designed in accordance with
regulatory guidance documents. The guinea pig was selected as it is the most common species
used in skin sensitization testing for compounds intended for clinical use. | Toxicity testing is the
method used to examine the potential effects of compounds and/or formulptions developed for
clinical use. This study examined the potential to cause skin sensitization|after multiple occluded
exposures. Study design was such to maximize the exposure potential. The medical benefit
would be a potentially wider acceptance and use of a formulation that hag the probability of low
toxicity and side effects. The positive control group was included to ensufe the testing has been
conducted accurately.

6. What, if any, federal regulations requi i i
M ) equire this procedure? Cite the agen i
(CFR) title number and the specific section number (e.g., APHIS,aSJgCFcF)!l' 1“1“33.10:5 e

te methods or means used to
ederally mandated testing, see

Agency CRD crr  OBD Guideline for Testing|of Chemicals
406: Skin Sensitization

FPA Health Effects Test Guidelires:
CEFTS 870,2600 Skin Sersitization




