
Annual Report to OLAW 

Institu tion: U.S. Food and Drug Adm inistration, Center for Food Safety and Applied Nutrit ion 

Assurance Number: D16-00650 (A4294-01) 

Reporting Period: January 1, 20 18 th rough December 31, 2018 

This instit ution 's In st itut ional Animal Care and Use Committee (IACUC), through the Inst itutio nal 
Official, provides this annua l report to the Off ice of Laboratory Animal Welfare (OLAW). 

I. Program Changes [Select A or B] 

A. There have been no changes in th is inst itution 's program for animal care and use as 
described in the Assurance. [Skip to Item II.] 

[ x] B. Change(s) in thi s institutio n's program for animal care and use as described in the Assurance 
have occurred during t his reporting period. (~) 

Select all that app ly : 

[ ] This insti tut ion's AAALAC accred it ation status has changed (PHS Policy IV.A.2.) . 

[ ] AAALAC Accredited - Category 1 

[ ] Non-Accredited - Category 2 

[ x ] This institut ion's program for anima l care and use has changed (PHS Policy IV .A.1.a -i.). 
[Attach a full description of the changes.] 

[ ] The.individual designated by th is institution as the Inst itutio na l Official has changed . 
[Provide name, title(s), address, e-mail, phone, and fax number's in Item V.] 

[ x ] The membership of this institution's IACUC has changed. [Provide current roster of 
members in Item VI .] 

II. Semiannual Evaluations 
This IACUC has conducted semiannual evalua ti ons of t he institution's prog ram and inspections of 
the institution's facil iti es (including sat ell ite facilities) on the dates below. Reports of the 
evaluat ions and inspections have been submitted to the Inst itutional Official. The reports include 
any IACUC-approved departures from the Guide with a reason for each departure, any deficiencies 
(significant or minor) that were iden t ified, and a plan and schedule for correct ion of each 
defic iency. [Do not provide semiannual reports unless they include a minority view. ] 

' 
A. Program Evaluations 

[Two dates (month/day/year) must be provided to satisfy the PHS Policy requiremen t that 
evaluations be done at 6 month intervals . If the IACUC conducted more than 2 evaluations of 
the program during the reporting period, please attach a list showing the dates.] 

Date 1: Apri l 17, 2018 Date 2 : October 16, 2018 
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B. Facility Inspections 

[Two dates (month/day/year) must be provided to satisfy the PHS Policy requirement that 
facility inspections be done at 6 month intervals . If the IACUC conducted more than 2 
inspections of each site during the reporting period, please attach a list showing the dates.] 

Date 1: April 18, 2018 Date 2: October 16 & 17, 2018 

III. Minority Views [Select A or BJ 

[ x ] A. There were no minority views during this reporting cycle. 

[ ] B. Any minority views subm itted by members of the IACUC regarding reports filed under PHS 
Polk:y IV.F. for this reporting cycle are attached. 

IV. Signatures 

IACUC Chairperson Institutional Official 

Name :l{ b) (6) Name: Mary E. Torrence, D.V.M., Ph .D., 
DACVPM 

(b) (6) 7A1::.. A, ~~ 
Sianature: Sicinature: 7r 

v 
Dat e: 2/6/1 Date: 2/6/2019 

V. Change in Institutional Official 

Name: Mary E. Torrence, D.V.M., Ph.D., DACVPM 

Title : Director, Office of App l ied Research and I Degree/Credential : D.V.M., Ph.D., DACVPM Safety Assessment (OARSA} 
Name of Institut ion : U.S. Food and Drug Administration , Center for Food Safety and Applied . 
Nutrition 
Address: [street, city, state, zip code] 

Center for Food Safety and Applied Nutrit ion 
Food and Drug Administration 

fbr1

(4) I 
E-ma il: ma rl'..torrence@fda.hhs.gov 

Phone: Kb) (6) I I Fax~b) (6) I 
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VI. Change in IACUC Membership [Current roster] 

Institution: U.S. Food and Drug Admin istrat ion, Center for Food Safety and Applied Nut r ition 

IACUC Contact Information 

Address: [street, city, state, zip code] 

Center for Food Safety and Applied Nutr ition 
Food and Drug Administratio n 
MOD-1 

(b) (4) I 
E-mail: : maCt::.torre nce@fda .hhs.gov 

Phone :t( b) (6) I I Fax: [(b) (6) I 
IACUC Chairperson 

Name i( b) (6) I M.S. 

Tit le: Research Pharmacolog ist I Degree/Crede nt ials: M.S. 

PHS Policy Membersh ip Requiremen ts .. •: 

IACUC Roster [Provide below or attach] 

Name of Member/ Degree/ Posit ion Tit le/ PHS Policy Membership 
Code· Credential Occupationa l Requireme nts·· · 

Background·• 

(b) (6: D.V.M. At tending Veterinarian Attending Veterinarian 

Ph.D. Research 
Vice Chair person 

Microbioloqist 

B.S. Retired Microbiologist Nonaffiliated Member 

R.N., M.S. Nurse/Informatics Nonaffiliated Member 

B.S. LATG Facilities/ Animal 
Member 

Prooram Manaaer 

R.N. Biosafety Officer Member 

Ph.D . Statistician Member 

B.S. Biolog ist Scientist Member 
reoresent ina GCSL 

B.A. Microbio logist 
Scient ist Member 
represent ing Moffett Center 

B.S. 
Supervisory Facilit ies Nonscientist Member 
Soecial ist 

Ph.D. Research Biologis t Scient ist Member 

Ph.D. 
Research 

Scient ist (Alternate) 
Microb ioloaist 

LATG Executive Secretary Non-voting Member 

M.S. Post Approval Monitor Non-voting Member 

B.S. Biologist Scient ist (Alternate) 

B.S. Biolog ist Scient ist (Alternate) 
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(b) (6) M.S. Statistician Member (Alternate) 

B.S., REHS/RS Safety Specialist Member (Alternate) 

.. Names of members, other than the chairperson and vete rinar ian, may be represented by a 
number or symbo l in this report to OLAW. Sufficien t information to determine that all appointees 
are appropr iate ly qualified must be provided and the identity of each membe r must be readily 
ascertainable by the institution and avai lable to authorized OLAW or other PHS repre sentatives 
upon request. 
·• List specific position titles for all members , including nonaffil iated (e.g., banker, t eacher, 
vo lunteer fireman; not "commu nity member" or "ret ired") . 

... PHS Policy Membership Requirements : 

Veterinarian 

Scientist 

Nonscientist 

Nonaffiliated 

veter inarian with t rain ing or exper ience in laboratory anima l science and 
med icine or in the use of the species at the insti tution, who has direct or 
delegated program authority and responsib i lit y for activit ies involv ing animals 
at the institution. 

pract icing scientist exper ienced in research invo lving animals . 

member whose primary concerns are in a nonscie nt ific area (for example, 
ethic ist, lawyer, member of the clergy). 

individual who is not affiliated with the institution in any way other than as a 
member of the IACUC, and is not a member of the immediate family of a 
person who is affiliated with the insti tut ion . This member is expected to 
represent general community interests in the proper care and use of animals 
and shou ld not be a laboratory animal user . A consulting veter inarian may not 
be considered nonaff iliated. 

[Note: all members must be appointed by the CEO (or individual with specific written delegation 
to appoint members) and must be voting members. Non-voting members and alternate members 
must be so identified.] 
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I. Program Changes 

Change{s) in this institution's program for animal care and use as described in the 
Assurance have occurred during this reporting period. 

On May 24, 2018, Mary Torrence, D.V .M., Ph.D., DACVPM, Director of the Office of Applied Research 
and Safety Assessment (OARSA) replaced Steven Musser, Ph.D., Deputy Director for Scient ific 
Operations, as the Institutional Offic ial (IO) of the CFSAN Animal Research Program. The Director of 
OARSA reports directly to the Deputy Director for Scientific Ooera_ti_ons. The IO has_aulhor itu veu ll 
bre.e CFSAN..aoimaL r:esearcb.i acilities_Lo_cated at..M..0D.:.1176) ( 4) 
(b) (4) 

Changes in Membership of this Institution's IACUC: 

(b) (6) 
(b) (6) 

B. Facility Inspections 

..---------------- are no longer on the IACUC. 
fety Specialist has been added as an alternate member. 

The main ESAN anim aLfacilitv--1J:!1QD-=-1) iosoecti1ns were don·e Apr il 18, 2018 and October 16 and 17, 
2018. The b) A.\b) (

4
) ~J ect ion was conducted April 12, 2018 and October 

11, 2018. The =~=-==~=-=-- ins12_ectl ons were done Apr il 19, 2018 and 
October 12, 20 :-8":lfi eren asoe en no animal act1v1ty at b) (4 since March 2010. 
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Center for Food Safety and Applied Nutrition Animal Program Lines of Authority 

Susan Mayne, Ph .D. Steven M. Mus ser , Ph.D. 

Director, Center for Food Safe ty and Applied Deputy Director fo r Scientific 

Nutrition (CFSAN) Operations 

Chief Executive Officer I 
Mary Torrence, DVM, Ph.D., DACVPM ~) (6) IDvM 

William Jone s, Ph.D. 
Director, Office of App lied Rese arc h and Attending Veterin a rian 

Acting Director, Office of Food Safety Safety Assessment (MOD-1) --------

Institut ional Officia l 

(b) (6), (b) (4) 
I 

I I I ~b)(6) 1 I ' I I 
I Robert L. Sprando, Ph.D. I 
I I 
I I Facility Manager ' ' I 

Director, Division of Toxicology 
I 

I I 
I I 
I I 
I 

I 
I 

I 
I I 

' ' I I 

'b) (6) I 
I Ko) (6) I 'b) (6) I 
I 
I Jb) (6) I I 
I 
I 

Animal Care Coordinator Facility Manager I IACUC Chairpe rson 
I 
I AHU Project Manager II 

!(b) (6 I (b) (6) I 
Facility Manager Contract Veterinarian 

Changes in dicat ed in red . The IACUC Chair and At tend ing Vet erinarian have dir ect line s of com munic ati on w ith th e 10. 
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