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Fiscal year. 2020-2021 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEAL TH INSPECTION SERVICE 

Annual Report of Research Facility 
Column E Explanation 

(TYPE OR PRINT) 

This Information Is required by law (7 U.S.C. 2143 and 9 C.F.R. §2.361, FaHure to report ace<>rding to the regulations ea, 11esult In an order to 
eea.se and desist. 

1. REGISTRATION NUMBER 

32-R-0053 

3. Number of animals used in the study. 

2 

2. Research Facility Headquarters address 

Elanco Animal Health 
2500 Innovation Way 
Greenfield, IN 46140 

4. Species (common name) of animals used in 
the study. 

Dogs 

5. Explain the procedure producing pain and distress. 

hese two dogs exh1b1te several ays o 
vomiting, diarrhea and dehydration and due to the duration of signs, potentially experienced 
pain/distress, despite that they both started to recover before study end. 

6. Provide the scientific justification for not providing the appropriate anesthetics, analgesics, 
or tranquilizing drugs during procedures where the animal experienced accompanying pain or 
distress greater than momentary or slight. 

Both the USDA and the European Union require efficacy of o be demonstrated in the 
host animal. Therefore, clinical signs are assessed over time to prevent disease. 

7. 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): 

Agency 

APHIS FO RM 7023B 
JUL2020 

CFR 
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Fiscal year: 2020-2021 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEAL TH INSPECTION SERVICE 

Annual Report of Research Facility 
Column E Explanation 

(TYPE OR PRINT/ 

This Information Is required by law (7 U.S.C. 2143 and 9 C.F.R. §2.36). FaHure to report according to the regulations can result In an order to 
cease and desist. 

1. REGISTRATION NUMBER 2. Research Facility Headquarters address 

Elanco Animal Health 
32-R-0053 2500 Innovation Way 

Greenfield, IN 46140 

3. Number of animals used in the study. 4. Species (common name) of animals used in 
the study. 

1 Rabbit 

5. Explain the procedure producing pain and distress. 

This tests requires anesthesia of the rabbit, in which it exhibited self-injurious behavior resulting in 
ulceration of the skin, likely caused by the anethetic injection. 

6. Provide the scientific justification for not providing the appropriate anesthetics, analgesics, 
or tranquilizing drugs during procedures where the animal experienced accompanying pain or 
distress greater than momentary or slight. 

Systemic analgesics have not been assessed and could impact test outcomes. 

7. 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): 

Procedure described in section (d) (2) Safety test (i) 

Agency 
APHIS • CVB and Notice 11-18 

APHIS FORM 7023B 
JUL 2020 

CFR 
9CFR113.209 
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Fiscal year: 2020-2021 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEAL TH INSPECTION SERVICE 

Annual Report of Research Facility 
Column E Explanation 

(TYPE OR PRINT/ 

This Information Is required by law (7 U.S.C. 2143 and 9 C.F.R. §2.36). FaHure to report according to the regulations can result In an order to 
cease and desist. 

1. REGISTRATION NUMBER 2. Research Facility Headquarters address 

Elanco Animal Health 
32-R-0053 2500 Innovation Way 

Greenfield, IN 46140 

3. Number of animals used in the study. 4. Species (common name) of animals used in 
the study. 

2381 Hamsters 

5. Explain the procedure producing pain and distress. 

These hamsters were used for an in-vivo potency test, which included passage of the organism and 
subsequent potency testing for serial release (n=2337), with the remaining animals used for an 
assessment of vaccine effficacy (n=44), in which all these hamsters were found dead despite 
additional daily welfare checks. 

6. Provide the scientific justification for not providing the appropriate anesthetics, analgesics, 
or tranquilizing drugs during procedures where the animal experienced accompanying pain or 
distress greater than momentary or slight. 

Additional welfare checks are part of the oversight of these animals in order to identify moribund 
animals for humane euthanasia, however due to the rapid progression of disease, these animals were 
still found dead. 

7. 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): 
Testing in accordance with section (c) Potency for QC testing. 

Agency 
AHIS: CVB 

APHIS FORM 7023B 
JUL 2020 

CFR 
9CFR-101 thru -1 04 
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Fiscal year. 2020-2021 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEAL TH INSPECTION SERVICE 

Annual Report of Research Facility 
Column E Explanation 

(TYPE OR PRINT) 

This Information Is required by law (7 U.S.C. 2143 and 9 C.F.R. §2.361, FaHure to report ace<>rding to the regulations ea, 11esult In an order to 
eea.se and desist. 

1. REGISTRATION NUMBER 

32-R-0053 

3. Number of animals used in the study. 

140 

2. Research Facility Headquarters address 

Elanco Animal Health 
2500 Innovation Way 
Greenfield, IN 46140 

4. Species (common name) of animals used in 
the study. 
Rabbit 

5. Explain the procedure producing pain and distress. 
These rabbits evaluate the serological response to or vaccine test release. These 
animals receive a large volume of vaccine with adjuvant as an intramuscular injection which resulted 
in reluctance to move and lameness in the limb, which are clinical signs suggesting pain. 

6. Provide the scientific justification for not providing the appropriate anesthetics, analgesics, 
or tranquilizing drugs during procedures where the animal experienced accompanying pain or 
distress greater than momentary or slight. 

Systemic analgesics have not been assessed and could impact test outcomes. 

7. 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): 
Volumes given are in accordance with the regulatory requirements described below. 

Agency 
APHIS - CVB Special outline 8-020 

APHIS FORM 7023B 
JUL2020 

CFR 
9CFR113.105 
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Fiscal year: 2020-2021 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEAL TH INSPECTION SERVICE 

Annual Report of Research Facility 
Column E Explanation 

(TYPE OR PRINT/ 

This Information Is required by law (7 U.S.C. 2143 and 9 C.F.R. §2.36). FaHure to report according to the regulations can result In an order to 
cease and desist. 

1. REGISTRATION NUMBER 2. Research Facility Headquarters address 

Elanco Animal Health 
32-R-0053 2500 Innovation Way 

Greenfield, IN 46140 

3. Number of animals used in the study. 4. Species (common name) of animals used in 
the study. 

4 Rabbits 

5. Explain the procedure producing pain and distress. 
The potency test release for this serial results in localized swellings at the injection site, in which these 
rabbits progressed to skin ulcerations, which were treated with topical antibiotic ointment to prevent 
secondary infection, however systemic analgesics were not provided. 

6. Provide the scientific justification for not providing the appropriate anesthetics, analgesics, 
or tranquilizing drugs during procedures where the animal experienced accompanying pain or 
distress greater than momentary or slight. 

Systemic analgesics have not been assessed for impact to titers, and potential results. 

7. 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): 
Code of Federal Reguations: 9CFR 113.9 with Standard Outline SO-098 

Agency 
APHIS: CVB 

APHIS FORM 7023B 
JUL 2020 

CFR 
9CFR113.9 

Obtained by Rise for Animals.
Uploaded to Animal Research Laboratory Overview (ARLO) on 07/25/2022



32-R-0053_FY21_E.pdf

Aooordng-=, tie P.1per..vril. RcrWClO'l ld.ol 1995, ~ ~cricyrioyt1t1toon:1wor sponsor, Md :1 penG'I is not «q.1iro:I tore:ipond-=,. :i 0MB APPROVED 
cdleGfo'I ofinbm:6oourtcs ,t cbp.1ys ~ v~idOMB oooitut n.1nt:10-. Thavdid0.\18c:O'll,ol aint:lu-b r fuirlbmilm ~loQU'I S 0519·0038 
0579,0038. The! fmc: rcqw«I looofl\1\e,c tlisinlo,mfflori o:Jlloc:fon ~edml\cd to-Qgt: ..5 hotnpt:rftl'SpOfl:SO,incfudng tlc:frnc far 
tCMC'Mf"8 iffltrudi,cris, 50.'ltding U10"1in9d a:f..1 5CJJ10t:s,9 d.ho-ing m d m~Wnhgthc: d:ltll ne,eded, widootll'lct~ and 11t:ve~ tie 
°'1ccfm <ikibmztfon. 

tl9er.:igc:ucy Rcpcl't Co1"d Ho.O 100•00A>AA 

Fiscal year: 2020-2021 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEAL TH INSPECTION SERVICE 

Annual Report of Research Facility 
Column E Explanation 

(TYPE OR PRINT/ 

This Information Is required by law (7 U.S.C. 2143 and 9 C.F.R. §2.36). FaHure to report according to the regulations can result In an order to 
cease and desist. 

1. REGISTRATION NUMBER 2. Research Facility Headquarters address 

Elanco Animal Health 
32-R-0053 2500 Innovation Way 

Greenfield, IN 46140 

3. Number of animals used in the study. 4. Species (common name) of animals used in 
the study. 

4 Rabbits 

5. Explain the procedure producing pain and distress. 
The potency test release for this serial results in localized swellings at the injection site, in which these 
rabbits progressed to skin ulcerations, which were treated with topical antibiotic ointment to prevent 
secondary infection, however systemic analgesics were not provided. 

6. Provide the scientific justification for not providing the appropriate anesthetics, analgesics, 
or tranquilizing drugs during procedures where the animal experienced accompanying pain or 
distress greater than momentary or slight. 

Systemic analgesics have not been assessed for impact to titers, and potential results. 

7. 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): 
Code of Federal Reguations: 9CFR 113.9 with Standard Outline SO-098 

Agency 
APHIS: CVB 

APHIS FORM 7023B 
JUL 2020 

CFR 
9CFR113.9 
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Fiscal year. 2020-2021 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEAL TH INSPECTION SERVICE 

Annual Report of Research Facility 
Column E Explanation 

(TYPE OR PRINT) 

This Information Is required by law (7 U.S.C. 2143 and 9 C.F.R . §2.361, FaHure to report ace<>rding to the regulations ea, 11esult In an order to 
eea.se and desist. 

1. REGISTRATION NUMBER 

32-R-0053 

3. Number of animals used in the study. 

1 

2. Research Facility Headquarters address 

Elanco Animal Health 
2500 Innovation Way 
Greenfield, IN 46140 

4. Species (common name) of animals used in 
the study. 

Dog 

5. Explain the procedure producing pain and distress. 

In ogs w en c enge . 
Desprte humane euthanasia of this dog, it exhibited several days of diarrhea, vomiting, and then 
·aundice in order to meet the case definition for disease. Due to duration of clinical signs, this dog was 
deemed to have experienced pain/distress. 

6. Provide the scientific justification for not providing the appropriate anesthetics, analgesics, 
or tranquilizing drugs during procedures where the animal experienced accompanying pain or 
distress greater than momentary or slight. 

Dogs had defined criteria to meet the case definition for humane euthanasia. This dog 
exhibited non-specific clinical signs and intervention would obscure symptoms of disease, thus 
confounding the study. 

7. 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): 

Agency 

APHIS FORM 7023B 
JUL2020 

CFR 
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