
\ 

. ·' 
13FQI> · 

\
101'£ REGARDING CLASSIFICATION E: An explanation oft:tc procedures producing pain or 

distress in these animals and the justification for not using npproprime anc.,thctic, analge:;ic or tnmquilizing 
drugs must be provided. This information is required to be reponed to the L'S DA, will be avnilnble from USDA 
under tht Freedom of Information Act, and may be publicly uvailable through the !me met via USDA's website. 

Explanation for USDA Clas~i fication E 
(Thb rcp<>n is n:quircd ru ucccmpany L:SDA Fom1 70'j ro -;up,.,on an)· USDA Cla,;$ificarion r: li~r i n~s.) 

This doccm.:-nt mu:<l be typ.:(t. 

!'\arne of investigator 
(b) (6). (b) (!)(C) 

·~nimnl Study Protocol Title: An nss~sment of the potenti.!l of dietary supplement:; of concern to :1ffcct 
.::urdiovasc\ll<lr function in the guinea pig. 

Speclt5 and number ofarmnals listed m Ctassificatr<ln E for each year: Guinea pig 

' I Species : Guinea Pig 
Number of animals: 366 

year I - 112 

These numbers represent the estimated number of animals j 

ycar2- 112 
year 3 - 112 
TllHII: 336 

that will be used on a 3 year protocol per year. The I 
ac tual number of anima l s used on the protocol in 2014 II 

was 37. 

! Description or project including rcason(s) for species selection: · For a description of the project please see 
:Section r- Experimental Design and Animal Procedures. Pages 5- I 0. With regard!i to test species selection: 
i .A.nimal experimcn:atior. is absolutely es1.tlllial 111 meet the objectives ou tlined in this protocol. The g11incu pig is 
:an accepted experimental model to chcra<:terize systemic toxicity. Th~ procedures for conducting 
. Cardiovascular Toxicity testing using the s,ruinca pig arc well e;;tablishcd and have been utilized extensively i:1 
; Cardiovascular Testing laboratones around lhc world; therefore. a significant volume of toxicological data has 
ibeen collected using the guinea pig as an experimental model. One cfthe most studre<.l strains is the Charles 
· River Dunkin Hartley Guinea Pig s!rain O!l which historical control data is avcilabh.:. 

: Provide a scientific justification to explain why the usc of anesthetics, analgesics, sedatives or 
i tranquilizcn du r ing anrl/nr following painful or d is t r·essing proc·ed urt!s is contr aind icntcd: 

. Jf animals do exhibit signs of overt toxicity they wil I nm be treated as the usc of anest hetics, unalgcsics or 
ltr:lnq ui lizin!! drugs could adversely affect the rc~ults ofthe rc~carcb . Shou ld ~nima ls appear moribuml (ktlwgic 
or ~:maciated and/or show signs of rapid respiration c r rough fur). they will be cutha:1ized immediately at the 
ciscr~tion of the principal investigutor with rccommcntiation~ fr<.!m the veterinuriun. At the completion of the 
study the princip:1l investigator will inform the IACUC of the approximutc number of exposed animals found to 
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