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AMENDED R

Registration Number:  41-R-0061
Customer ID Number: 15690

" Facility Business Address Information:
Wuxi Apptec Inc

2540 Executive Drive

St Paul, MN 55120

Telephone: (651) 675 2000
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APHIS Form 7023 Site Addendum for FY: 2009
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001

2540 Executive Drive

St Paul, MN 55120
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rding to the Paperwork Reduction Act of 1'9-3-5, an agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless
splays a valid OMB controf number. The valid OMB control number for this information collection is 0573-0038. The time required to complete this information

ion is estimated to average 2 hours per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the data
, and completing and rav[awiﬁ tha collection of information,
This report is required by law (7 U.S.C. 2143), Failure to report according o the regulations can result in an order to cease and desist Interagency Report Control
No. 0180-DOA-AN

OME APPROVED
0579-0038

Fiscal Year: 2009

REGISTRATION NUMBER: 41-R-0081

Customer Number: 15630

2. HEADQUARTERS RESEARCH FACILITY (Name and Addrass, as registerad with LED-*’-
include ZIP Codg)

Wuxi Applec Inc
2540 Executive Drive
St Paul, MN 55120

Telephone: (651) 675 2000

REPORT OF ANIMALS USED B¥,0R UNDER CONTROL OF RESEARCH FACILITY (Aftach additional sheels if nacessary,)

- A B. C. D. Numberofanimalsupon |E. Number of animals upon which teaching, F.
" which experiments, experiments, research, surgery, or tests were
Esar?‘h:;’%ammals teaching, research, conducted involving accompanying pain or
teiaching, research surgery, or tesis were distress lo the animals and for which the usa of
Animals Covered By experiménts 4 conducted invalving appropriate anesthetic, analgesic, or TOTAL NUMBER
The Animal tosis wors , accompanying pain or tranquilizing drugs would have adversely OF ANIMALS
Welfare Regulations conducted involving distress. io_the animals affected th‘e procedures, resuits, or
i - llstrais, and for which interpr 1 of the teaching, rasearch, (Cals.C+D+E)
but not yet used for oy lain- m‘im',in appropriate anasthetic, experiments, surgery, or tests, {An explanation
such purposes. drugs P 9 analgesic, ar of the procedures producing pain or distress on
) franquilizing drugs were these animals and the reasons such drugs
used. were nof used must be attached to this repor.)

ASSURANCE STATEMENTS L7

1) Professianally acceptable standards governing the care, reatment, and use of animals, including appropriate use of anesthetjc, analgesic, and tranquilizing drugs, prior to, during, and following
. actual research, teaching, testing, surgery, or experimentation were followed by this research facility.

2) Each principal investigator has considered alternatives to painful procedures.

3) This facility is adhering to the standards and regulations under the Act, and it has required that excaptions to the standards and regulqtions be specified and explained by the principal Investigator
and epproved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this'ynnual report. Inaddition to identifying the IACUC approved
exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

4.) The attending veteri y for this h facility has appropriate authority to ensure the provisions of adequate veterinary care and to ovelgee the adequacy of other aspects of animal care and
use,
— e e
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer (C.E.0,) or Legally Respensible Institutional Official (1.0.))
| eertify thal the above is trus, coract, and complets (7 U.5.C. Secticn 2143).
—————— - e ——
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e ——
APHIS FORM 70234
AUG 2009
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Column E Explanation
This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is

voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists.

1. Registration Number: 4|- R-00k|

2. Number C;g' 2 of animals used in this study.

3. Species (common name) New 2ealand whie. of animals used in the study.
Rabbit
4. Explain the procedure producing pain and/or distress.
The Hiree- rabbits were used in a test hitled " Bacterial Challenge. Study in a Spinal
lmplant Model, "“ircoC Protocol O9-220. This was a cmn?zz hﬁg@md in
conjunchion with +re Sponser. The precedure consisted of a ang Serew
b""’}ﬂ t‘mFlamkd into the pelvis and then ba'nq dosged with badena. (S,a%m)
The animals anfcd normal untif twe 6_7{6{}/\3 pos *!Mpfad 17 When compe lications
arose. TMe animals became e,xfnmeirj le (e, hypothernmic,lame and (ost
welght. The received supplementa| food treats, subcutaneous HAuwids and
WLre Fm o wannlﬁ Pa.cl.S The vabbits died befere Jr’hey could be
hu.man&lf) eutranized

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see
Item 6 be!acsg)m

The +%Fe::=, rabb(ts died with o pain or distress relief, before
they conld e hwncmeb euthanized.

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations
(CFR) title number and the specific section number (e.g., APHIS, 8 CFR 113.102): NA

Agency CFR

@w{u 1f1‘ numieer LLPCH reviewd i+was disco la"i’l[’?({ that 2 rabbits
sheuld b2 Ca K‘fJC'?"L’) E eslale
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Column E Explanation
This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is

voluntary. Names, addresses, protocals, veterinary care programs, and the like, are not required as part of an
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists.

1. Registration Number;___ “t1- R- 0olel

2. Number 3 - of animals used in this study.

3. Species (common name) Hartey quined  of animals used in the study.
—1 X
o

4. Explain the procedure producing pain and/or disftress.
The fowr um lgs were used in a fest htled * Guinea PQ Maximization Sensitization
Test,! 1A mﬁsa:{ 48-02. This dest 13 partof the pr clintcal biccompaii ble
evaluation oF medica| dewces. This test (s mandated by the VS FDA and 1S5 10993~
and 1699%-10. The animetls are initially tnjecked (ntradermadly with tegt or control extact,
Freund's adjuvant” and Jor Salne. On Day™e, sodium laveyl Sulfate-mixed with mineral off 1's
'I'pf)faf.f lied- One animal V‘ﬂSﬁHnddea_d Pncifﬁ') this. On Dﬂ 7. they und:g rc‘-a]

p(vuca o) OF i3t or confro| extract and are wrchped Three- umm e fovnd deacl

in +heir re.sfecn"’l‘u’& S !0 s affer w;junw ed . Al mn'mfs ee n _su:d
our Vederinarnan fIssues wm, enel (shpatioloq ist. Histypatiol

fndings were consistent with adenovirns fvncumoma No Sym torns of illpess n?,
ne prior 1o death.

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see
ltem 6 below)

The fowr guinea pigs dred with no pain of distress relief.
“I}qgjj were Pound dead tn ther chf)es

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): See. dheve

Agency CFR
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Column E Explanation

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is
voluntary, Names, addresses, protocals, veterinary care programs, and the like, are not required as part of an
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists.

1. Registration Number: 4j-R-oowl

2. Number 5 - of animals used in this study.

3. Specles (common name) -Har{‘i@i AUNEL  of animals used In the study.
() ?:3
4. Explain the procedure producing pain and/or distress.
The five quinea ES‘:SS were used W a test titled " In VivoAssay for
il Contaminants in Guinea Pigs, Adult and Newborn Mice - Eumfear‘);'
e Probrcol 99-25. This test Q mandated as asa%g Scieer) b«d
Bwppean wlato aﬂena'cs. ™e animals reeleve. llQ.JCChOYLE: of +est or
contro| Mmaterial I the abdomen (1P) and muscle (M). They are cbserved
Tor 2% daij?;. &ll Rve guinea piqs were found dead in their es within a
few S of each otVier and weére al| test animals. The root cause of
deatir Was (dentified as hﬁdm%homx. No symptms of illness were hoted
pior Fo death.
5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to

determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see
Item 6 below)

The five (ﬂm‘nca, P were-found dead in their c%e.g
No pain or dtstress reltef was 31" ven.

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations
(CFR) title number and the specific section number (e.g., APHIS, 8 CFR 113.102): See above

Agency CFR
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