
USDA Unlted Stam Depahent of Agrlcultun 
1 HCElBl 

Anlmal and Plant Health lnspectlon Sew6 
33183 cust-~d 

INSPECT~ON - -- - .- REP OR^ SEP 2 ,; 2006 283128 ~nsp-~d 
38453 site-~d 

JOHNSON &JOHNSON Customer ID: 33183 
PHARMACEUTICAL RBD LLC Certlflcate: 22-R-0138 

Site: 002 

P 0 BOX 300 ROUTE 202 SOUTH 
RARITAN, NJ 08869 

JOHNSON 8 JOHNSON PHARM 

Inspection 
R8D 

Type: ROUTINE INSPECTION 
Date: SEP-19-2008 

2.31 ( d M 1  MilVMA) 
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2.31 ( e ) 
INSTITUTIONAL ANIMAL CARE AND USE COMMIlTEE (IACUC). 
Section 2.31 (d)(l)(iv)(A) IACUC: Procedures that may cause morethan momentaryor slight pain or distress to the animals will be 
performed wlth approprialesedatNes, anal~esicsoranesthetics, unless withholdingsuch agents is justified forscientificreasons. In 
writing, by the principal investigator and w~ll continue for only the necessary per~od of time. 

Animal activity proposa- -------------------------  was approved by the IACUC as a proposal that could result in unrelieved animal pain 
and distress. USDA category E on the annual report. The principal investigator Only Stated that anesthetics, analgesics or 
tranquilizer drugs may alterfinvalidate the study results (question 9, page 11). Therewas no scientificiustification provided for this 
statement. Also the investigator answered NIA when asked to list applicable humane endpoints (question 23, page 13) and this is 
not appropriate for proposals that may cause animals pai~dislress. 

Animal activity pmposa- -------------- ---------- ---------- ------------  wasjust approved by thelACUCasa proposal thatcould haveanimals 
in unrelieved pain and d---------- --------- ------------ -- ---- ----- ----- ual report. The principal investigator refers tothe expired proposalsfor 
the management ofthe animals but did not provide scie-------------- ation for not relieving the animal painldistress when the proposal 
is expired and the animals are transhed to pmposa- -------------- (page 1). 

The IACUC is responsible for ensuring that procedures that may cause more than momentary or slight pain or distress to the 
animals will be pe;fomled with approsate sedatives, analgesics or anesthetics, unless w~thholdin~ such agents is j~stified for 
scientific reasons, in writing, by the principal investigator and will continue for only the necessary period of time Th~s is necessary 
to ensure the health and Gll-being of the animals: 
Correct by October 20.2006. 

Section 2.31 (e)(2) IACUC: A proposal toconduct anactivity involving animalsmustcontaina rationaleforthe appropriatenessofthe 
species of animal to be used. 

Animal activity proposal -------------- does not explain why guinea pigs are needed in addition to the rats and mice. The rationale for 
the use of the guinea pigs is the same as for the other rodents and needs to include the rationale for the addition of the guinea pigs 
to ensure that the appropriate species are used. 
Correct by Odober 20. 2008. 
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Section 2.31(e) IACUC: A proposal to conduct an activity involving animals must contain the following: 
(3) A complete description of the proposed use of the animals; 
(4) 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. 

Animal activity proposa- -------------  includes a survival surgery and blood collection. The proposal states that the surgeries will be 
------- ---- ---- nday only (question 6. page 9). but the surgeries were performed ---- ------------- ------------- r 19,2006. The use of 
----------------- --------- ----- after surgery is described (question 8. paae 9). but a --------- ------------ --------  was used instead affer 
suigery. -------------------  was to be g&en ------------------- y once daily-for three dayskr pain control (question 19, page 1 I ) ,  but the 
surg----- --------- --------- ----- -------------- ----- --------------------- -----  not started until the morning after the surgery. September 20.2006. 
Also --------------------- ----- -- --------- ---------- --- -------- ------ --------- ----- -------- ---- - ours. A veterinarian for the facilitywas present during 
the i------------- ----- -------------------- ----- ----- --------- ---------- ---- ------------------ e was more freaueht than everv 24 hours and should 
have iiarted the day of the stigery. ARer surgery the animals here to be housed individ;ally (question i4, page lo), but were 
housed three per endosure. The proposal stated that documentation will be kept for the surgical procedures (page 2). but the 
surgeon did not have records. Blwd collection was described once at the time of euthanasia, but the pmposal lists nine sites 
(question 12, page 9) with no explanation for the number of sites or justification for the potentially painful sites. 

Animal proposals must include a mmplete description of the proposed use of the animals with appropriate analgesic 
dosinglmonitoring frequenc-- --- ------- ain the health and well-being of the animals. Animal proposals need to be followed or 
amended. Animal proposal -------------- needs to include all the appropriateinfomation and be followed as approved by the IACUC. 
Documentation pertaining to the observations and care given to the animals as described in the proposals need to be 
maintained. 
Correct prior to perfoming more surgeries. 

2.32 DIRECT 
PERSONNEL QUALIFICATIONS. 
Section 2.32 Personnel qualification: 
(a) It shall be the responsibility of the research facility to ensure that all scientists, research technicians, animal technicians, and 
otherpersonnel involved in animal care, treatment, and usearequalified to perform their duties. This responsibilityshall befulfilled in 
part through the provision of training and instruction to those personnel. 
(b) Training and instruction shall be made available, and the qualifications of personnel reviewed, with sufficient frequency to fulfill 
the research facilitv's responsibiliiies under this section and Sec. 2.31. 
(c) Training and instruction of personnel must include guidance in at least the following areas: 

(1) Humane methods of animal maintenance and experimentation. including: . . - 
(i) The basic needs of each species of animal; 
(ii) Proper handling and care for the various species of animals used by the facility; 
(iii) Proper pre-procedural and post-procedural care of animals; and 
(iv) Aseptic surgical methods and procedures 

------ -------------- rlsuraeon for animal proposal -------------- did not follow the IACUC approved proposal, did not administer the 
--------------------- analgesic until the day after thesurgery, did not notify the veter~narian ab& the abnormal hamster and d ~ d  not know 
of the documentation reauirements for animal suraerv. The fac1l;tv is respons~ble for ensuring that all personnel are appropriately 
trained and qualified to perform their duties. ~his-is hecessary toensure the health and weli-being d the animals 
Correct prior to additional animal work. 
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2.33 ( b K 3 1 DIRECT 
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE. 
Sectlon 2.33(b)(3) Veterinary care: Each research facility shall establish and maintain programs of adequate veterinary care that 
include daily observation of all animals toassess their heaith and well-being; Provided, however. That daily observation of animals 
may be accomplished by someone other than the attending veterinarian: and Provided, further, That a mechanism of direct and 
frequent communication is required so that timely and accurate information on problems of animal health, behavior, and well-being 
is conveyed to the attending veterinarian. 

(1) Dogs in rooms 133 and 136 had excessively long nails. Excessively long nails may break off and bleed or get caught in the 
endosure causing the animal discomfort. The nails were trimmed during the inspection. 
Corrected during the inspection. 

(2) Six hamsterson proposal -------------- did not receive their ------------------- for analgesia---------- ----- ------ their surgery. This is not 
considered appropriate post-------------- - are and the animal-- ------- ------------  to receive the -------------------  on the day of the surgery 
to relieve the post-operative pain. 
Correct for future surgeries. 

(3) One hamster on proposa- -------------- was not acting normal on the day follow~ng surgery hunched posNon and moved slowly 
w~th shaklng mosons I h s ln-------------- d~a not document the abnormality or notlfy thevetennanan Thevetennanan examlned and 
treated theanimal during the inspecfin 
Corrected during the inspection. 

This inspection was conducted on September 19.2008 and September 20,2006 
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