
USDA Unlted States Department of Agriculture HCEIB~ 
Animal and Plant Health lnrpectlon ~e rv fc j  
--- .- . .- - . . . .4rR 1 0 21!06 33183 cust-id 

INSPECTION REPOR$ 293010 insp-id 
~ . _  J '  38453 site-id 

JOHNSON 8 JOHNSON 
PHARMACEUTICAL RBD LLC 

P 0 BOX 300 ROUTE 202 SOUTH 
RARITAN, NJ 08869 

Customer ID: 33183 

Certificate: 22-R-013e 

Site: 002 

JOHNSONBJOHNSONPHARM 

Inspection 
R8D 

Type: ROUTINE INSPECTION 

Date: APR-04-2008 

2.31 ( c n 3 ) 

2.31 ( d n l  N i v N A )  

2.31 ( d n 2 ) 

2.31 ( e W 1 ) 

2.31 ( e n 4 
INSTITUTIONAL ANIMAL CARE AND USE COMMllTEE (IACUC). 
Section 2.31 (c)(3) IACUC: The iACUC report to the institutionalOfficial must contain a reasonable plan and schedule for correcting 
each deficiency noted in the program or facility inspection. 

The IACUC report for October of 2005 did not have a plan for correction of all of the minor deficiencies noted during the facility 
inspection. All deficiencies noted during the program orfacility inspection must have a plan for correction to comply with the Animal 
Welfare regulations and to keep the Institutional Official informed. 
Correct for the next IACUC report to the Institutional Official. 

Section 2.31 (d)(l)(iv)(A) IACUC: Procedures that mav cause more than momentarv or slight Pain or distress to the animals will be . . . . . . . . 
performed withappropriate sedatives, analgesics oranesthetics, unless withholdin&uch~gents is justifiedfor scientific reasons, in 
writing, by the principal investigator and will continue for only the necessary period of time. 

Animal activitv oro~osa- -------------------------- was aDProved bv the iACUC as a ~ r o ~ o s a l  relievina animal Pain and distress. USDA 
category D 0; ihe'annual report. The investigator indicated in several areas thai the pro~osajwas a category D, however, the 
~ r i n c i ~ a l  investiaator indicated that no oainldistress relievina aaents would be used lauestion 7) and answered NIA when asked to - - 
jist adpliable himane endpoints (question 23). 

Antmal actovlty proposals must clearly lndlcate 11 anlmal paln and dlstress wlll or will not be rel~eved The proposal must be 
consistent and not contradlctorv The IACUC s respons~ble for ensurlng that procedures that may cause more than momentary or 
slight pain or distress to the aimals will be performed with approprlati sedatives, analgesics or anesthetics. unless withholding 
such agents is justlfied for scientific reasons, in writlng, by the pnnclpal investigator and wll contmue for only the necessary per~od 
of time. 
Correct by May 5. 2006. 
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Section 2.31 (d)(2) IACUC: No member mav oartici~ate in the IACUC review or aooroval of on activitv in which that member has a . .. . 
conflicting interest (e.g., is personally invoived in the activity), excepl to provide'information requesied by the IACUC, nor may a 
member who has a conflicting interest contribute to the constitution of a quorum. 

-------------- ---------------- rf~c~pated In the rev~ewofthefollowing animal activity proposals- --------------- ---------------------------- -------------- 
----- -------------------------  Prooasal associates may not participate in the IACLJC review and approval process of their animal actlvltv 
proposals. This is a conflict of interest. 
Correct from this day forward. 

Section 2.31(e)(l) IACUC: A proposal to conduct an activity involving animals must cnntain the approximate number of animals to 
be used. 

Animal activity proposa- -----------------------------  was approved by the IACUC for 30 animals. During this inspection there were 45 
animals assigned to thi-- ------------- ---- --- ----- e animals were just transferred to this proposal. Principal investigators must not 
exceed the number of animals approvedfortheir proposals. Proposals must be followed as approved by the IACUC. Amendments 
to proposals must receive IACUC approve prior to being implemented. 
Correct from this day forward. 

Section 2.31 (e)(4) IACUC: A proposal to conduct an activity involving animals must contain a description of procedures designed to 
assure that discomfort and pain to animals will be limited to that which is unavoidable for the conduct of scientifically valuable 
research, including provision for the use of analgesic, anesthetic, and tranquilizing drugs where indicated and appropriate to 
minimize discomfort and pain to animals. 

Anlmal actlvlty proposal ------------------------  stated that pharrnaceut~cal grade ------------- ----- ----------- --- uld be used for anesthesia 
for the term~nal procedure for aulnea plgs riowever an lnvestlaalor used che------- -------- ---------------- l lnvestlaators must follow 
their animal acivily proposal<as approved by the IACUC to ensure the health andwell-ti------ --- ----- --- imals. - 
Correct from this day forward. 

2.33 ( b n 1 ) 
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE. 
Section 2.33(b)(1) Veterinary care: Each research facility shall establish and maintain programs of adequate veterinary care that 
include the availability of appropriate facilities, personnel, equipment, and services to comply with this subchapter. 

An investiaatorfor animal activitv omwsal ------------------------  used chemical arade instead of oharmaceutical arade ------------------ 
for aniithGsia for terminal procedures in guinea pigs. The proposal did not irhude using a ciemical grade co-mpoind or provide 
iustification for its use, lnvestiaators are eX0ected to use oharmaceutical arade medications whenever thev are available. even in .~ ~ ~- ~ 

acute procedures.  on-pharn&eutical grabe chemical wmpounds shoul;d only be used in regulated animals aier specific review 
and approval by the IACUC for reasons such as scientific necessity or non-availability of an acceptable veterinary or human 
pharmaceutical grade product. 
Correct from this day forward. 

Note: This inspection was conducted on April 3,2006 and April 4, 2006 
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