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LEARNING 
O BJ ECTIVES

• Re vie w and  d iscuss the  found ations of animal 

re search ove rsig ht in the  Unite d  State s.

• Id e ntify institutional ob lig ations and  re p orting  

re q uire me nts with a focus on fe d e rally fund e d  

animal re search.
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WHO  GOVERNS 
ANIMAL RESEARCH?



USDA

PHS
NIH

NSF

NASA

VA

DOD

AAALAC

Animal 
Research



FEDERAL AGENCIES
USDA 

• Re g ula tio ns and  Stand a rd s: 
• Animal We lfare  Act & 
    Animal We lfare  Reg ulations

• De fin it io n  o f an im a l: warm-b lood ed  animal, which is b e ing  used , o r is intend ed  
for use  for re search, teaching , te sting , exp e rimentation. 
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USDA CO NTINUED
USDA 

• EXCLUDES:
• b ird s, rats o f the  g enus Rattus and  mice  of the  g enus Mus, b red  for use  in 

re search, 
• horse s no t used  for re search p urp ose s, 
• p rivate ly owned  p e ts used  in re search (ve t clinical trials) 
• non-invasive  fie ld  stud ie s with wild life  in natural hab itat
• and  farm animals used  for food , fib e r, o r p rod uction p urp ose s. 

• Ap p licab le  when cove red -sp ecie s are  used  or intend ed  for use  for re search, 
teaching , te sting , exp e rimentation re g a rd le ss o f fund ing
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FEDERAL AGENCIES

PHS (NIH), NSF, NASA
• Re g ula t io ns and  Stand a rd s: 

• PHS Policy

• Guid e  for the  Care  and  Use  of Lab oratory 
Animals (Guide )

• U.S. Govt Princip le s 

• De fin it io n  o f an im a l: ve rte b rate  animal

• O NLY ap p licab le  whe n ce rta in  fe d e ra l fund ing  is 
utilize d

• O LAW
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VA
• Re g ula t io ns and  Stand a rd s: 

• Voluntarily ad op ts PHS Policy

• VA Hand b ook 1200.07

• De fin it io n  o f an im a l: ve rte b rate  
animal

• O NLY ap p licab le  whe n VA fund s are  
use d



FEDERAL AGENCIES
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DO D

• Re g ula t io ns and  Stand a rd s: 

• DO D Instruction 3216.01 

• De fin it io n  o f an im a l: : ve rte b rate  animal

• O NLY ap p licab le  whe n DO D fund ing  is 
utilize d

• ACURO



AAALAC ACCREDITATIO N
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AAALAC

• Stand a rd s: 

• Guide ; Ag  Guide

• Rule s o f Accre d itation 

• De fin it io n  o f an im a l: ve rte b rate  o r 
inve rte b rate *

• Voluntary accre d itation; non-p rofit 
inte rnational o rg anization
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REGULATO RY OVERLAP

Fund ing

Sp e cie s

Accre d ita t io nTyp e  o f 
Re se a rch



CO MMO N GRO UND…
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INSTITUTIO NAL ANIMAL CARE 
AND USE CO MMITTEE (IACUC)



WHAT IS THE IACUC?



IACUC
• The  IACUC ove rse e s and  e valuate s all asp e cts o f the  institution's animal care  and  use  

p rog ram

• Institutional committe e  o f ap p ointe d  me mb e rs. Me m b e rsh ip  Re q uire m e nts:
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Ca te g o ry USDA PHS (& NSF, 
NASA, VA) Guid e

Ve te rinarian 

Nonaffiliate

Scie ntist

Nonscie ntist

Chair 

Min im um 3 5 4



INSTITUTIO NAL O FFICIAL (IO )
• Typ ically NOT an IACUC Me mb e r 

• Who is the  IO ?  

• Se nior ad ministration re p re se ntative

• Authorize d  to  le g ally commit on b e half o f re search institution and  allocate  re source s to  
the  p rog ram

• IO  re lie s on the  IACUC to  ove rse e  the  p rog ram and  make  sug g e stions to  the m ab out the  
p rog ram

• Functions

• Re source  allocation

• Re vie ws and  acknowle d g e s se mi-annual re p orts from the  IACUC 

• Make s re p orts to  the  fe d e ral ag e ncie s (e .g . susp e nsions, re p orts o f 
noncomp liance /ad ve rse  e ve nts) 
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WHAT DO ES THE 
IACUC DO ?



KEY FUNCTIO NS

• Mainta in  Re g ula to ry/ Accre d ita t io n  Sta tus

• Pro to co l Re vie w  

• Se m i-Annua l Pro g ram  Re vie w, Insp e ctio n  & Re p o rt  to  the  IO

• Po st  Ap p ro va l Mo nito ring  

• Re vie w  Co nce rns Invo lving  Anim a ls 

• Re p o rt ing  Re q uire m e nts 

• Tra in ing  & O ccup a tio na l He a lth  and  Sa fe ty O ve rsig h t

• Disaste r Plann ing  

• Re co rd  Ke e p ing
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MAINTAIN 
REGULATO RY/
ACCREDITATIO N 
STATUS



REGULATO RY/ ACCREDITATIO N STATUS
• Anim a l We lfa re  Assurance  w ith  the  Pub lic He a lth  Se rvice  (PHS)

• Ap p rove d  b y the  O ffice  o f Lab oratory Animal We lfare  (O LAW)

• Re q uire d  to  re ce ive  ce rtain fe d e ral fund ing  via g rants o r contracts 

• Re ne we d  e ve ry 4-years 

• Re g iste re d  Re se a rch  Facility w ith  the  Unite d  Sta te s De p a rtm e nt o f Ag ricu ltu re  (USDA)

• Re search facilitie s using  USDA cove re d  sp e cie s are  re q uire d  to  re g iste r with USDA

• Doe s no t re q uire  re ne wal 

• Annual Insp e ction 

•  Accre d ite d  b y the  Asso cia t io n  fo r Asse ssm e nt and  Accre d ita t io n  o f Lab o ra to ry Anim a l 
Ca re  In te rna tio na l (AAALAC)

• Voluntary accre d itation and  asse ssme nt p rog ram 

• Must comp ly with local, state  and  fe d e ral laws re g ulating  the  use  o f animals in re search

• Sub mission of a Prog ram De scrip tion and  a site  visit e ve ry 3-years
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PROTO CO L REVIEW



PROTO CO L REVIEW

• Pro toco l Conte nts:

• Re search Aims

• Sp e cie s and  numb e r o f animals ne e d e d

• De scrip tion of p roce d ure s

• Id e ntifie s ind ivid uals working  on the  re search

• Includ e s consid e rations fo r the  Re p lace me nt, Re d uction, and  Re fine me nt o f animal use
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Pro toco l Writte n b y Re searche r                          Sub mitte d  to  the  IACUC for Re vie w 
     



PROTO CO L REVIEW
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    Pro toco l re vie w me thod s:

• De sig na te d  Me m b e r Re vie w  (DMR)

• De sig nate d  re vie we r(s) ap p ointe d  b y the  Chair

• Share d  with the  e ntire  committe e  to  allow for op p ortunity to  call fo r FCR

• Full Co m m itte e  Re vie w  (FCR)

• Re vie we d  b y the  IACUC at a conve ne d  me e ting  of q uorum (>50%)

• Discusse d  in real-time  (in-p e rson or virtually) 

Ame nd me nt re vie w me thod s:

• DMR & FCR

• Ad m inistra t ive  (b y IACUC O ffice )

• Ve te rina ry Ve rifica t io n  and  Co nsu lta t io n  (NOT-O D-14-126)

Protocols are  ap p rove d  for a maximum of 3-years (USDA/PHS Policy)



FO REIGN CO LLABO RATIO NS WITH PHS, 
NSF, AND NASA FUNDS
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PROTO CO L REVIEW
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• Whe n the  award e e  is a d ome stic institution, the  
IACUC ap p roval re q uire me nt ap p lie s. 

• O LAW FAQ  #D1 3 : The  award e e  re mains re sp onsib le  
fo r animal activity cond ucte d  at a fo re ig n site  and  
must p rovid e  ve rification of IACUC ap p roval.
• That ap p roval ce rtifie s that the  activity, as 

cond ucte d  at the  fo re ig n p e rformance  site , is 
acce p tab le  to  the  award e e . 

• The  aw ard e e  IACUC m ay acce p t , a s its o w n, 
the  ap p ro va l o f a  fo re ig n  e ntity' s IACUC; 
howe ve r, the  award e e  IACUC re mains 
re sp onsib le  fo r the  re vie w.

• Ad d itionally, the  fo re ig n  inst itu t io n  m ust  
co m p le te  the  Anim a l We lfa re  Assurance  fo r 
Fo re ig n  Inst itu t io ns (Fore ig n Assurance ) 
availab le  from O LAW. 

https://olaw.nih.gov/faqs/#/guidance/faqs?anchor=question50328
https://olaw.nih.gov/resources/documents/foreign.htm


Acce p t ap p roval The  p ro tocol may only b e  ap p rove d  for up  to  3-years. 

O nce  cong rue nt, 
p roce e d  with IACUC 

re vie w. 
Provid e  the  IACUC with the  fore ig n institute ’s p ro tocol for the ir re vie w.

Pe rform the  g rant to  
p ro toco l cong rue ncy 

re vie w
Using  the  fore ig n institute ’s p ro tocol and  ap p licab le  p ortions of the  g rant, p e rform a 
g rant to  p ro tocol cong rue ncy re vie w. 

O b tain a cop y of the  
translate d  p ro toco l O b tain a translate d  cop y of the  ap p roved  IACUC p rotocol from the  fore ig n institute .

De te rmine  if a Fore ig n 
Assurance  is in p lace

If this fore ig n institute  d oe s not maintain a Fore ig n Assurance , the n O LAW will ne e d  to  
b e  contacte d .



SEMI-ANNUAL 
INSPECTIO NS & 
PRO GRAM REVIEW



SEMI-ANNUAL FACILITY INSPECTIO NS & PRO GRAM REVIEW
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   • Insp e ctio ns: Locations invo lving  animal work/housing  are  e valuate d  b y the  IACUC e ve ry 6 
months

• Insp e ctors:

• PHS Policy – IACUC re p re se ntative  (no  minimum me mb e r re q uire me nt) 

• USDA AWA - Minimum of 2 IACUC me mb e rs p re se nt 

• De ficie ncie s

• Minor vs Sig nificant

• Pro g ram  Re vie w :  The  animal p rog ram is e valuate d  b y the  IACUC e ve ry 6 months and  
summarize d  in a re p ort to  the  IO. 

• What is includ e d  in the  se mi-annual re p ort to  the  IO ?
• Se mi-Annual Insp e ction Re p ort and  Prog ram Re vie w
• Minority O p inions
• De viations from the  Guide  or d e p arture s from AWA
• Status o f AAALAC Accre d itation 
• Sig ne d  b y majority o f the  IACUC



PO ST APPROVAL 
MO NITO RING



PO ST APPROVAL MO NITO RING
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   • Re g ulatory re q uire me nt fo r continue d  IACUC ove rsig ht o f animal activitie s 

• Post-Ap p roval Monito ring  (PAM) is outline d  in the  Guide  as an op tion, among  o the rs, fo r 
continue d  monito ring

• What is PAM?

• Proce d ural b ase d  ob se rvation of activitie s occurring  und e r an ap p rove d  p ro toco l

• Proactive  focus on e d ucation and  training  

• Provid e s an op p ortunity fo r op e n d ialog ue

• Visits may b e  announce d  or unannounce d ; routine  o r fo r cause

• Follow-up  visits may b e  p e rforme d  to  ve rify corre ctive  actions we re  imp le me nte d



REVIEW CO NCERNS 
INVO LVING ANIMALS 



CO NCERNS & INCIDENTS
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• Re ce ip t o f conce rns o r incid e nts:

• Conce rns invo lving  the  care  and  use  o f animals at the  re search facility re ce ive d  
from p ub lic comp liant o r from institutional p e rsonne l

• Training  is p rovid e d  to  e mp loye e s on how to  re p ort we lfare  conce rns and  
sig ns are  p oste d  within the  animal facilitie s with contact information fo r 
re p orting  conce rns (whistle b lowers p ro te cte d ) 

• IACUC Actions:

• Re vie we d  b y the  IACUC to  d e te rmine  corre ctive  actions and  re p ortab ility

• The  IACUC may susp e nd  animal activitie s (must b e  d one  at a conve ne d  
me e ting  with q uorum and  majority vo te ) 

• If re p ortab le , a p romp t p re liminary re p ort is mad e  fo llowe d  b y a final re p ort 
that summarize s the  conce rn/incid e nt and  corre ctive  actions take n

Ho w  d o  yo u  kno w  w hat co nce rns o r incid e nts a re  
re p o rtab le  to  O LAW, USDA, DO D, and  AAALAC?

Cre a ting  a  Sa fe  Enviro nm e nt 
fo r Whist le b lo w ing

TO DAY a t  2 :3 0 p m  (T4 1 0 )



REPO RTING 
REQ UIREMENTS 



REPO RTING REQ UIREMENTS
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O LAW
(PHS, NSF, NASA, 

VA)
USDA DO D AAALAC

Annual Re p ort Annual Re p ort USDA Insp e ction 
Re p ort (if 

ap p licab le )

Annual Re p ort

Promp tly Provid e  
Re p orts:

• Any se rious or 
continuing  
noncomp liance  with 
PHS Policy

• Any se rious d e viation 
from the  p rovisions 
of the  Guide

• Any susp e nsion of an 
activity b y the  IACUC

• [NOT-OD-05-034]

Promp tly Provid e  
Re p orts: 

• Chang e  in 
op e rations

 
• Uncorre cted  

sig nificant 
d e ficie ncie s from 
SAFI

• Susp e nsions

Promp tly Provid e  
Re p orts: 

• Sig nificant 
d e ficie ncie s

• Noncomp liance

• Ad ve rse  Eve nt

• Susp e nsion

• Chang e  in an 
institution’s AAALAC 
inte rnational 
accre d itation status

Promp tly Provid e  Re p orts: 

• Chang e r in op e rations
• Inad e q uate  ve te rinary care
• Cond itions that re sulte d  in unexp e cted  animal 

harm or d eaths (e .g . natural d isaste rs)
• Sig nificant animal rig hts activitie s
• Sub stantiate d  comp laints or re p orts re g ard ing  

animal we lfare  conce rns
• Inte rnal or exte rnal re vie ws/insp e ctions or o the r 

similar re p orts that d ocume nt sig nificant 
ad ve rse  e ve nts or noncomp liance  that re sulte d  
in animal harm or d eath 

• Sig nificant human health issue  d ire ctly re late d  
to  the  animal care  and  use  p rog ram



OTHER FUNCTIO NS



OTHER FUNCTIO NS
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   Tra in ing

• Training  must b e  mad e  availab le  to  p e rsonne l

• Monitoring , re vie wing , and  making  sug g e stions fo r imp rove me nt to  the  IO  falls 
und e r the  scop e  of re sp onsib ility o f the  IACUC

O cc He a lth  Sa fe ty

• Health p rog ram for p e rsonne l who  work with animals o r have  fre q ue nt contact 
with animals 

Disaste r Plann ing

• Planning  to  account fo r ad ve rse , e me rg e ncy, and  unexp e cte d  e ve nts to  safe g uard  
health and  we lfare

Re co rd  Re te ntio n  

• 3-years p ast p ro je ct comp le tion d ate  (PHS Policy & AWR)



THANK YO U

Kathryn  Cavanaug h , CPIA
kcavanaug h@tamus.ed u 

Stacy Pritt , DVM, MS, MBA, CPIA, 
CHRC, EXCS, ECo P(EAR), DACAW

sp ritt@tamus.ed u 

mailto:kcavanaugh@tamus.edu
mailto:spritt@tamus.edu
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