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Augugt 2, 1999

DEPARTMENT OF AGRICULTURE
Office of the Ssordary
Hlipticd Roed, Dilimen Quezon City

Department of Agriculture
Adminigrative Order No. 40

Seriesof 1999

Subject: RULESAND REGULATIONSON THE CONDUCT OF
SCIENTIFIC PROCEDURESUSING ANIMALS

Pursuant to Republic Act No. 8485, othewise known as the “Animd Wedfae Act of
1998", the fallowing rules and reguldions are hereby promulgeted for the information,

guidance and compliance of dl concerned:

Section 1. INTRODUCTON

11

1.2

The purpose of these rules and reguldions is to inditute the badc
gysems, organizdiors and practices in dl laboratory animd care
and use edablishments to safeguard the welfare of animas usad in
scientific procedures. The intention is to grant authorization to
conduct scientific procedures usng animas to any concerned
entity based mainly on the acceptability of thear Animd Care and
Use Program and the exigence of an Inditutiond Animad Care and
Use Committee (IACUC). There is no intention to evauate or
review individud scientific procedures or protocols a the Animd
Wdfae Committee levd. Such evduation or review is best
assumed by the IACUC in adherence to the princples of <Hf-
regulation.

Applicdble guiddines and prindples induding: 1) Guide for the
Cae and Use of Laboraory Animds Inditute of Laboratory
Animd Resources, Nationd Research Council, USA; 2) PALAS
Code of Practice for the Care and Use of Laboratory Animds in
the Philippines, and 3) The Internationd Guiding Principles for
Biomedicd Research Involving Animas Councl for Internationd
Organizdtions of Medicd Sciences, ae conddered as  support
documents From time to time, additiond guidance may be issued
on spedific issues A Guide for Inditutiond Animd Cae and Use
Committees (Annex A) isan integrd part of this document.



Section 2.

1.3  Thefdlowing shdl be exempted from the requirements
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A dinicd tetx on animds for evauaing a veeinay
product in accordance with regulatory requirements or
sandard procedures.

The conduct of recognized veterinary procedures such as
any therapy, prophylaxis diagnogic or disease survellance
procedures directly necessary or desirable for the welfare of
the anima or animd population. Examples are:

- giving edablished medicnes (eg, antibictics,
anthdmintics, andgescs) ordly or by injection

- aneshetizing or sedating prior to further thergpy
(eg., surgery) or diagnogtic evduation (.., X-ray)

- performing corrective surgica procedures

- veccinating agang  rebies, digemper or  other
infectious diseases

- teking blood or other tissue samples for diagnoss
disease testing

The conduct of recognized agriculturd practices such as
cedration, gendlic enginering or  embryo  manipulation,
unless they form part of an experiment.

DEFINITION OF TERMS

For

purposes of these rules and regulaions, the fdlowing

definitions shdll gpply:

2.1  Animal refers to any live vertebrate anima, whether in a domegtic
or wild date, which is used or intended for use in sdentific
procedures.

2.2 Sdentific Procedures refer to any  activity which  entals

menipulaion of animas for the following purposes
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biomedica researches, experiments, sudies, or
invedtigations

teaching and ingruction

product (food, drugs, agrochemicals and cosmetics) testing
production of antiseraor other biologicas



Section 3.

Section 4.

2.3

Manipulation refers to interfering with the norma physologicd,
behaviord or anatomicd integrity of the anima by ddliberatdly:

a exposng it to any paadte microorganiam, drug, chemicd,
biologicd product, radigtion, dectricd Simulaion, or
environmenta condition;

b becting it to enforced activity, unusud redrart,
abnorma nutrition or surgical procedures,

0 depriving it of usud care.

These may have the effect of causng an animd pan,
auffering, didress or lasing ham. These tems include desth,
dissese, injury, physologicd or psychologicd dress ggnificant
discomfort or aty disurbance to normd hedth, whether
immediady or in the long term.

AUTHORIZATION/REGISTRATION/CERTIFICATION

3.1

3.2

3.3

3.4

Any privdle or govenment entity (i.e, peson, patnership,
organizetion,  edablishment,  firm,  cooperaive, ~ corporation,
asodidion induding medica, dentd, dlied, research, academic

andlor scentific inditutions) must secure from the Bureau of
Animd Indugry, Depatment of Agriculture, Authorization to
conduct scientific procedures usng animals.

Application for Authorization or renewd thereof shdl be made by
the entity in such form and manner as may be prescribed from time
to time by regulions.

A processing fee of P100.00 shdl be paid upon goplication.

The revocaion of the Authorization of any entity may be appeded
to the Anima Wefare Committee.

REQUIREMENTSFOR AUTHORIZATION

The enttity shdl be reguired to submit a duly accomplished

“Application for Authorization” form (Annex B) accompanied by the
following documents

4.1

Decription of the Animd Care and Use Program (ACUP) (Annex
C) dgned by the duly licensed veterinarian representing the entity.



4.2

4.3

4.4

Animd Cae and Use Progran Accreditation Certificate issued by
a duy recognized body or asodation such as the Philippine
Association for Laboratory Anima Science (PALAS).

Animd Technidan Training Program on laboraory animd cae
and use.

Cetification of Assurance tha an Inditutiond Animd Cae and
Use Committee (IACUC) isin exigtence in the establishment.

The IACUC shdl be composed of a leest three (3) members

a licensed veeainaian (preferably with sufficient training
and experience in laboraory anima science or medicine or
in the use of the gpeciesin question)

one experienced in scientific procedures involving animas

a public member not dfilided with the inditution and
preferably with concern for anima wefare

any additiond member may be agppointed provided he'she
possesses the aforementioned qudifications.

The functions and obligations of the IACUC shdl beto:

evduate and approve the ACUP and the protocols of
scientific procedures

monitor and review the implementation of the ACUP and
scientific  procedures  through the conduct of fadlity

ingpections

submit an annua report on the daus and implementation
of the ACUP to the BAI.

Section 5. RENEWAL OF AUTHORIZATION

5.1

5.2

The Authorization shdl be vdid for 2 years and is renewable
thereafter. Renewd shdl be based on a Compliance Evduation of
the entity.

Application for renewa of the Authorizetion shdl be made a leest
1 month prior to the expiration of the Authorization.



Section 6.

EUTHANASIA

Euthanesa is defined as the process of inducing panless death to
pets. It has rapidy ganed acceptance in many aspects of scientific
procedures. It should be done repidly and humandy and must occur with
the leest fear, anxiety, pan and didress to the animas. Condderaion must
be given to how the animd is handed immedady prior to and during the
procedure.

The euthanesa of animds should dways be done away from
public view.

6.1  CabonDioxide(CO?)

- satidactory for severd species if used in an uncrowded
chamber - safe, humane, economicd, rgpid

- raively safe for operator but must be used in a wdl-
ventilated room

- favored when invedigators want to avoid the use of
chemicds on animds and if a large number of animds are
to be sacrificed

- avalade locdly/commercdly; initid expense may be high
snce the gas cylinder may have to be purchased but some
companies loan out the cylinders, gas gauge not necessary
but cylinder must be fitted with vaves for control of ges
release

- should be a leest 40% concentration (commercid grade is
9%)

- gnce COz is heavier than ar, opening should be on top;
container may be a specidly condructed lethd chamber or
asmple plagtic bag

- filling contaner fird before placdng animds indde may
improveefficiency

- dry ice may adso be used but contact between the animas
and the ice must be avoided

6.1.1 Smdl rodents (mice, ras, hamgers, guinea pigs)

- COz2 is ided for rodents 9nce severd animds can be
euthandtized at the sametime



6.2

6.1.2

6.1.3

6.14

animas are placed in a lage chamber or plagic bag
which is subsequently filled with CO2

newborn may be more resstant than adults

Rabbits

- concentrations of 40-100% are safe and effective

Dogs and Cats

- concentration should a leest be 40%, preferably
0%

- some dress may be encountered depending on the
means of ddivey and the concentration within the
chamber

- vay guitdble for cas which become unconscious
within 90 sconds and die in 5 minutes in
concentrations less than 60%

- animd(s) should reman in the contaner for 20
minutes after respiratory arrest to ensure death

- only one adult cat or dog should be euthandized in
the enclosure & onetime

Primates

euthandtized in a lethd chamber or with mask or
cone

CO2 may be used done or folowing ketamine
and/or generd anesthetic agents

Other Inhdation Anesthetics

6.21 Hdaothane, Methoxyflurane — may be too expensive

6.2.2 Ether

— inexpendve but flanémablelexplosve cotton s

soaked with ether then placed ingde an ether jar or other
auitable tightly sedled container; wire mesh is placed over
the cotton to prevent contact between anima and ether;
animd is then placed in the container which is then tightly
shut. Unsatisfactory because degth is prolonged.



6.3

6.2.3 Chloroform - NOT recommended any more:
CARCINOGENIC.

Barbiturates

- sodium pentobarbital (pentobarbitone)
mog commonly usd

- controlled substance
6.3.1 Rodents

- intraperitoneal (IP) route esser and fader;
intravenous  (IV) route more difficult and time-
consuming

- intrathoracic  and  intracardiac methods may be

panfu  and ae recommended only in animas
dready sedated

6.3.2 Rabhits
- IV routeisfirs choice if aurd veins areto be used

- Intracardiac may be painful or dow if injectionis
made into pericardid space; may be usefu if enimd
is dready under anesthesa

- sodium  pentobarbitd is humane, safe, and  efficient
but congderaion should be given to the chemicd
burden

6.3.3 Dogsand Cats

- sodium pentobarbital a three times the anesthetic
dose should ensure respiratory and  subsequent
cardiac arrest in dogs and cats

- this drug by the IV route is the most recommended
means of producing in dogs and cats

- premedication with sedative drugs by intramuscular

(IM) or subcutaneous (SC) routes facilitates
resraint for intravenous injection

- IPinjection is reserved for fractious animas



6.4

intrecardiac injection can be used in dogs dready
aneshetized, o by <illed pesonnd in
unanesthetized animals

some euthandtizing agents (T-61°  or Buthanesia® )
may be available commercidly

6.3.4 Pimates

inected by IP or IV route while animd is being
held or restrained in squeeze cage

premedication with IM or SC adminidration of
ketamine hydrochloride facilitates the procedure

may be combined with other anesthetic agents

Cevicd or Cranid Concusson (Stunning)

- requires skill to be effective and humane

6.4.1 Rodents

6.4.2 Rabbits

guinea pigs may be sunned with a sharp blow to the
back of the neck; this procedure is usudly followed
by exsanguination, thoracotomy, etc.

auitable dso for mice and other amdl animals

ras may be wrgoped in a sndl towed prior to
driking them behind the head or agang a snk or
table; primarily used in young rats

involves driking the rabbit behind the head with a

wooden or metd object or the hed of the hands as
in akarate blow (rabbit punch)

used when dug is contrandicated; avoids
exogenous drugs but prevents hisgologicd Sudies of
thebran

objectionable to some individuds for eshetic
reasons



- requires skill and does not assure desth

- folowed by  decapitation,  thoracotomy,  or
exsanguingtion

6.5  Cevicd Didocation
- requires skill to be effective and humane
6.5.1 Rodents

- vay saidactory in mice, can be used for other
animds weighing less than 250 gm eg. young ras
used only if afew mice are to be sacrificed

- thumb, firg finger, a pencl, a piece of wood, or
metd object is placed againg the back of the neck
and pressed down agang a firm surface such as a
table top to produce the didocetion; pressure is
gplied to the neck a the same time tal is pulled
firmly and suddenly; the thorecic vertebrae may
aso be didocated

- hamgers and guinea pigs ae more difficult to
euthandtize by this method due to their short necks,
dronger neck muscles, and loose kin over the neck
and shoulders, an dternate method conssts of
graping them over the head from the cranid
direction and/or giving the body a quick shep as a
whip.

6.5.2 Rabbits

- rabbits weighing less than 1 kg can be hdd by the
legs a the wag with one hand, while the head is
held in the other and the neck is overextended

- the technique may dso be usad while the rabbit is
held in laterd recumbency on atable or flat surface

6.6  Decgoitation

- performed with the use of guillotine



6.7

6.8

6.9

6.10

unplessant and dangerous to the operaior but ussful for
pharmecologicd dudies or for specd dudies in which
drugs are contraindicated

objectionable to many people

equipment mugst be thoroughly cdeaned before the next
animd is decapitated

head must be completdy served from the body

more difficult to use in guinea pigs, hamders, and mice
than in ras, dso used in rabhits

Exsanguination

ussd in animds (usudly rabbits and guinea pigs) that have
high titers of antibodies

performed only AFTER anesthetization

isolation of the carotid atery or venipuncture via the
intracardiac route are means of withdrawing blood

Air by the Intravenous Route

550 mL/kg produces rapid desth tha may be accompanied
by convulsons opighotonos pupillay  dilaaion, and
vocdization

mostly used in rabbits

NOT recommended in unanesthetized animds

Chlord Hydrate and Magnesum Sulfate

given intravenous to cas and dogs to effect; animds
MUST be sedated first

Ethanal 70%

for use in mice and rats only; 70% concentration is usudly
used

10



Section 7.

Section 8.

Section 9.

- initidly proposed by Dr. Roger Lord of the Queendand
(Augrdia) Inditute of Medicd Research, Hergton,
Queendand (CCAC Research 16(1); 1991,1992- January)

- mode of action: works as a depressant like COz

- humane, inexpensve, very Smple- - Dr. Lord

- may be utilized in indances where barbiturate drugs are
normally used

- reedily available

- injected intrgperitonedly

ADMINISTRATIVE SANCTIONS

7.1  Authorization shdl be revoked under the following conditions

7.1.1 Falure to subscribe to or conduct the Animd Technician
Training Program

7.1.2 Migepresentation of any materid fact in the animd care
and use program description and  the reports of the ACUC

7.2  Re-gpplication after revocation
An entity whose Authorization was revoked can only re-
goply for Authorization after one (1) year from the date of
revocetion.
SEPARABILITY CLAUSE
In case any provison of these rules and reguldions is declared to

be contrary to law or unconditutiond, the other provisons tha ae not
affected shal thereby remain valid and effective.

REPEALING CLAUSE
All  Adminigrative Orders, rules and regulaions and other

Adminidrative issuance or pats thereof, inconagtent with the provisons
of this Adminidrative Order, are hereby repeded or modified accordingly.

11



Section 10.

Section 11.

TRANS TORY PROVIS ONSGRACE PERIOD

The current conduct of scientific procedures usng animds shdl be
dlowed pending the edtablishment of the infrastructures and mechanisms
for authorization/regigration/certification and until the issuance of a denid
of authorization with reference to the initia gpplication for authorization.

EFFECTIVITY

This Order shdl take effect fifteen (15) days after its publication in
anewspgper of generd circulation.

ENL

EDGARDO J. ANGARA
Secretary



Annex A

Guidefor Ingitutional Animal Care and Use Committees (IACUC)

1 Objective

This Guide describes the compogtion, functions and obligations, and the

review/ingoection process to be followed by Inditutiond Anima Cae and Use
Committees (IACUC)

2 Genad Conddedions

21

22

2.3

24

25

2.6

All proposed scientific procedures shdl be gpproved by the IACUC before
they can be carried out on live animals.

The review of the IACUC shdl be guided by the principles of the 3R's of
RussHl and Burch and other petinent guiding principles such as the
Internationd  Guiding Prindples for Biomedicd Research  Involving
Animas(CIOMYS). See attachments.

In reviewing the protocols, the IACUC shdl use a Protocol Review Form
which incdude gandard information that focuses on the wefare and use of
the monkeys The review is sedificdly on animd cae and use not a
review or evdudion of the entire merit of the Sudy/procedures. The
review must not intefere with scientific objectives. The review must be
flexible and not burdensome. It must avoid ddaying the conduct of
scientific procedures.

Should recommendations or nodifications be suggested, the principd
investigator/reponsble person must be given the opportunity to discuss
explain the concerned procedures.

Because of the commercid naure of some sudiesprocedures,
confidentidity is invoked. Daa protocols, reports and records of
discussons must be kept confidentid.

A record of the IACUC medings dtendance, ddiberdtions decisons,
actions and other relevant review/ingoection/gpprovd documents shdl be

archived for a least five (5) years.

3. Compaostion of the IACUC

31

The IACUC is composed of & leadt three (3) members.

- a licensd veeinaian (preferably with sufficent traning and
experience in laboratory animd science or medicine or in the use
of the speciesin question)

- one (1) experienced in scientific procedures involving animas

13



32
33

34

35

- a public member not efilisted with the inditution and preferably
with concern for animd welfare

- ay additiond member may be gppointed provided he'she
possesses the aforementioned qudlifications.

The inditutiond management designates dl members.

The veterinarian usudly serves as the charperson and a secretary is
gppointed to record the contents of the discussions and prepare the reports.

If necessxry, the charperson can request any expet to atend the
Committee mestings or review protocols.

A term of membership shdl be one (1) year but it is possble for the same
personnel to be re-gppointed for the following term.

Functions and obligations of the IACUC

The functions and obligations of the IACUC shdll beto:

evauate and approve the Animad Care and Use Program (ACUP) and the
protocols of scientific procedures

monitor and review the implementation of the ACUP and scientific
procedures

submit an annual report on the gatus and implementation of the ACUP

revoke any approvd on the bass of non-compliance to the gpproved
program/protocol despite repested gppeds on its violations

provide necessary technicd recommendations and guiddinesreferences
(eg., a lig of recommended anesthetics, andgescs, and tranquilizers with
dose ranges for monkeys)

Protocol Review Process

51

5.2

The principd  invedtigator/respongble pason shdl  submit  the
accomplished Protocol Review Form (Appendix 1) a lesst one week
before the commencement date of the study/procedures.

The Chairperson of the IACUC shdl assign the study/procedure under one
of thefallowing categories

Category 1: Procedures of Low or Mild Severity —

14



5.3

54

55

5.6

5.7

induding the taking of smdl or infrequent blood samples <kin
irritation tests with substances expected to be only mildly irritant;
conventiond minor surgical procedures under anesthesa such as
lgparoscopy, smdl superficda tissue biopses or cannulation of
peripherd blood vessds and other procedures which will be
terminated before the animd shows more than minor changes from
norma behavior.

Category 2: Procedures of Medium or Moderate Severity -

induding much of the soreening and devdopment of potentid
pharmaceuticd agents, toxicty tests avoiding lethd endpoints and
mogt surgicd procedures, provided that suffering can be controlled
by rdiable post-operdtive andgesa and care.

Category 3: Procedures of High or Subgtantial Severity -

Incduding procedures that result in a mgor depature from the
animd’s usud date of hedth or wdl-being. These include acute
toxicity procedures where dgnificant morbidity or desth is an
endpoint; some efficacy teds of anti-microbid agents and
vaccines, some modds of dissese and mgor surgery where
sgnificant post-operative suffering may result.

Caegory 1 procedures ae for expedited review by the IACUC
charperson.

Caegory 2 procedures ae for expedited review by the IACUC
charperson and 1 or 2 other members of the committee assigned by the
charperson

Category 3 procedures are for full review by a quorum of the IACUC, but
not by less than 3 members.

The IACUC members are informed by the IACUC Charperson of the
action taken on the protocol. Copies of the Protocd Review Form (Animd
Cae and Use Statement) and protocol review comments are attached to
the memorandum.

The principd invedigator/repongble person is furnished a copy of the
consolidated protocol review comments, which he or she shdl act upon for
the gpprovd of the protocol to be granted. No study/procedure can be
conducted without prior approval. In case of revisons, the principd
investigator shdl submit the revised pats of the protocol to the IACUC
Chairperson for evauation.

15



5.8

5.9

5.10

511

For Category 3 procedures, goprova means approvad of the mgority of the
quorum present.

No member may paticipae in the review or goprovd of a procedure in
which the member has a conflicting interest (eg., direct involvement in
the project) except to provide informetion requested by the IACUC.

Regardless of category, dl IACUC members, except those subject to
Section 5.8, shdl sgn the Certificate of Approva (Appendix 2).

If the IACUC revoked an approva, based on a mgority decison of a
guorum of a convened IACUC meding, the Inditutiond Officid in
conaultation with the IACUC dhdl review the reasons for revocation, teke
gopropriate  corrective action and report that action and the full
circumstances of the revocation to the Anima Wefare Divison.

Animd Care and Use Program (ACUP) Review/Inspection Process

6.1

6.2

6.3

6.4

The IACUC evduates the ACUP, a least once annudly, according to the
following ingpection items

- veterinary care

- personnd qudifications and training

- animd environment, housng and management
physca environment, behavioral management and husbandry

- veterinary medicd care
animad procurement and trangoortation, preventive medicine,
urgery, pain, andgesia, anesthesia, euthanasia

Each IACUC member shdl lig down his or her perceived deficiencies
(thet could be programmatic and facility-related) in the ACUP.

The IACUC members shdl then ddiberate on ther individud findings,
preferably in the presence of the animd fadility manager or Inditutiond
Officd to edablish a mutudly agreegble plan and redisic deedline for
corrections. A Summary ACUP Evaduation Document (Appendix 3) shdll

then be prepared. The document shal present the deficiencies classfied as
Minor or Sgnificant and the correponding expected Timdine for their
correction shdl be indicated. A dgnificant deficiency is one which is or
may be a threat to the hedth or safety of the animds, as judged by the
IACUC and the Indtitutiond Officidl.

The animd faclity manager <hdl acknowledge the recapt of the
Document and he shdl be given the opportunity to reply in writing to the
IACUC.

16



6.5

6.6

6.7

6.8

The animd fadlity manager is required to confirm in writing that they
have corrected the deficiencies by the date/timeine given.

A Cetificate of Approva of the ACUP (Appendix 4) shdl be issued upon
confirmation of the outcome of the actions taken.

If sgnificant deficiencies are not resolved by the set correction dates, the
IACUC mugt natify the Animd Wefare Divison, Bureau of Animd
Industry, within 30 working days.

The following references may be used by the ACUC as guiddines for
evauation:

- PALAS Code of Practice for the Care and Use of Laboratory
Animds in the Philippines 1993, Philippines Asodiaion  for
Laboratory Animd Science (PALAYS).

- Guide for the Care and Use of Laboratory Animas 1996, Inditute
of Laboratory Animd Reources, Nationd Research Coundll,
U.SA.

Protocol Review Process

71

7.2

73

74

7.5

The prindpd invedigator or responsble person submits the Protocol
Review Form “Animd Cae and Use Saement” to the IACUC
Chairperson.

The IACUC Charperson assgns the protocol to its category. Under
Category 3, the principa invedigator and IACUC members are informed
of the schedule of the full review.

Review Process: Category 1 —by the IACUC Chairperson only
Category 2 —by the IACUC Chairparsonand 1 or 2
members
Category 3 —by aquorum of the IACUC (but not less
than 3 members)

The principd investigator and IACUC members are informed of ther
review reults

- Memo to the Pl includes copies of the Protocol Review comments
- Memo to the IACUC members includes the Protocol Review
comments and the Animd Care and Use Statement.

When the IACUC reviewers made no dgnificant comments, or after the
IACUC Chairperson has been stisfied by the action taken by the principd
investigator, the Protocol Review Catification shdl be presented to dl the
members for affixing their sgnatures.

17



Anima Care and Use Program Inspection Process

81

8.2

8.3

84

85

8.6

The members of the |ACUC conducts the ingpection of the animd facility
usng the ACUP Inspection Checklig where remarks and obsarvations are
written.

After ingpection, the IACUC ddiberates on ther findings together with
the Anima Facility Manager or Inditutiond Officidl.

The IACUC prepares the “Summary of the ACUP Evauation” Document
presenting the deficencies (minor or dgnificant) observed. The other
findings that are not necessarily consdered as deficiencies are recorded in
the minutes of the mesting.

The Animd Fecility Manager is presented a copy of the document for his
gopropriate action.

The Animd Fedlity Manager acknowledges the recapt of the document
and is given the opportunity to reply in writing to the IACUC.

The Cetificate of Approvd of the ACUP is issued upon confirmetion of
the outcome of the actions taken by the Animd Fecility Manager or
Indtitutiond Officid.

Animd Care and Use Program (ACUP) Inspection Check List

Inspection Date

[tems / Remarks

Veterinary care

Full/parttime
Woeekend /haliday duty

Per sonnd qualificationsand training

Names

Credentials
Qudifications
Traning
Experience/education

18




Animal care personne

- Number

- Traning

- Cetification leve

- Experience/continuing education

Animal environment, housing and management
- Physica environment (housing/cage (barrier
agoects), animd space provisons/stocking
dengties, temperature and humidity,
ventilation, pressure gradient, illumingtion,
and noise control, monitoring and documenting
- Behaviora management (environmenta
enrichment-structura/socid)
- Husbandry
- Food (type, source, feeding method, qudity
control — sorage, fock monitoring, nutritiond
andyds, contaminant analyss, etc.)
- Water (source, trestment or purification pro-
cess, upply method, qudity control method
- Sanitation (washing/sanitizing frequency and
method for primary and secondary enclosures
induding corridors and support aress, and
cage accessories — feeders, watering devices
and didribution lines)
- Emergency, weekend, and holiday care
(procedure, emergency communicaion system

Veterinary medical care

- Disease preventive management (quarantine,
Sabilization, conditioning, isolation,
aurveillance — animd observation/monitoring,
diagnosis, trestment and control of disease)

- Pain, digress, andgesic, anesthesa (monitoring
use of agents, training and experiences
of personnd)

- Euthanasia (methods, training and experiences
of personnd)

- Additiona remarks may be written in another sheet of paper.

Date
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Annex B

APPLICATION FOR AUTHORIZATION
(For the Conduct of Scientific Procedures Using Animals)

1 Name of Entity:

2. Address

3. Teephone Nos Fax Nos.:

4. Name and Position of Representative Person:

Last Name First Name Middle Name

Pogtion :

5. Description/Profile of Entity (attach organizationd chart):

6. Purposes of the conduct of Scientific Procedures (encircle one or more):

a Biomedica ressarch, expeiment, dudies invedigdaion (induding pre-
dinica research)

b Teaching and indruction

C. Product testing

d Production of antisera.or other biologicas

7. Identify the Key Inditutiond Representatives (incdluding the ACUC Chairperson,
veterinarians, and researchers):

| certify that the statements made herein are correct and true.

Sgnature of representative Sgnature of head of Inditution

Date: Date:

Note This application should be accompanied by the requirements dipulated in Section
4 of the Adminidrative Order.
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Annex C

A.

DESCRIPTION OF INSTITUTIONAL ANIMAL CARE AND USE FROGRAM

Inditutiond Policies and Responsbilities

1

2

Monitoring the Care and Use of Animds

a Ingtitutiond Anima Care and Use Commiittee (s) (IACUC)

i) Sae who gppoints the committee and who is the
inditutiond officid for anima care and use.

2 Describe compodtion  (names,  degrees,  dfiligtion),
frequency of medings and responghilies of the
committee.

3 Describe the frequency with which the committee reviews
the animd care and use program and facilities and provide
acopy of the last report of this review.

i) Describe other procedures for monitoring care and use of
animads.

b. Animd Care and Use Protocols (A blank copy of your inditution’s
protocal review from should be provided as an atachment)

Dexribe the process for reviewing and approving <cientific

procedures protocols including the review of research and teaching

proposds and ongoing dudies. Describe how protocols that have a

potentid to cause pan or didress to animds are reviewed and

controlled or overseen.
C. Muitiple Mgor Surviva Surgica Procedures

Note One survivd surgicd procedure followed by a nonsurvivd

procedure is not included in this category

D Destribe the inditution's policy regarding multiple mgor
aurviva surgery onasingleanimd.

2 Describe the time dlowed between procedures on the same
animdl.

Veterinary Care
a Describe  the inditutiond  arangement for providing adequate

veteinay care. Give the veterinarian’ s name, list respongbilities,
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b.

and how the veeinaian(s) iqae) involved in monitoring the care
and use of laboratory animds If employed pat-time or as a
consultant, note the frequency and duration of vists.

Describe others rolesin providing veterinary care.

3 Personnd Qudlifications and Training

a

Anima Resource Profess onad/Management/Supervisory Personnd
(induding the veterinary personne named above)

Lig name(s), credentids qudifications, training, experience, and
continuing educetion. (Please do not provide curriculum vitae of
personnel).

Animd Care Personnd

Note the number of anima care peasonnd ( a lig of names need
not be induded) and summaize ther traning, catificaion leve
and type expeience, and continuing education  opportunities
provided.

B. Animd Environment, Housng and Management

1 Physca Environment

a

Housng

Describe the cage and  pen  environment (include generd
destriptions of compogtion (materias), condition, flooring, specid
ventilation or barrier agpects, access to food and wate).

Animd Space Provisons

Describe references and consderations used to determine adequate
cage or pen sSize or housing/stocking dengties.

Temperature and Humidiity

Provide method and frequency for assessng, monitoring, and
documenting animd room or housng aea temperature and
humidity.

Ventilaion (for air-conditioned fadlities only)



Provide mehod and frequency for assessing, monitoring, and
documenting the animd room vettilaion raes and presure
gradients.

e Hlumination
Describe lighting system, intendty, photoperiod, automatic control
(yes/no), windows (yes/no)

f. Noise
Describe desgn feaures and methods used to  control/reduce/
prevent excessve noise in the animd facility

2 Husbandry

a Food

i) Describe type and source of food stuffs

2 Describe how food is provided to various species (ad
libitum, limited amounts, types of feeders).

3 Describe specid food quaity control _procedures  induding
dorage condition, procedures for rotating sock, monitoring
milling daes nutritiond qudity, chemicd contaminants,
€tc.

b. Water

1 Describe source, trestment or purification process and how
provided to the animds (pans bottles with Spper tubed,
automatic watering, etc.).

2 Methods of qudity contrdl induding monitoring  for
contaminants.

C. Bedding

Describe type (s), how used, and how sdected for various species
d. Sanitation

D Bedding Change
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Dexcribe frequency of contact and noncontact bedding
changes for each species and cage type (solid bottom or

suspended) or pen.
2 Cleaning and dignfection of primary enclosures

Note the washing/sanitizing frequency and method for each
of thefallowing:

a) solid bottom cages

b) suspended wire bottom or datted floor cages

C) cage tops (wire and, if applicable, filtered)

d) cage pans under suspended cages

€) play pens, floor pens, sdls, etc.

f) corrds for primaes or outdoor paddocks for
livestock

3 Cleaning and disnfection of secondary enclosures

a) Describe animad ~ room  deaning  frequency,
procedures (floors, wals calings, ducts exposd
pipes and fixtures), methods (hose high pressure
washer, vacuum deaner, hand brushing, mopping,
etc) and deaning/sanitizing agent(s) (generic name)
usd.

b) Describe the corridor and  support area deaning
frequency and procedures and deaning/sanitizing

agents (generic name) used.

C) Describe  the procedures for  sanitizing  deaning
implementssuch as mops and mop buckets

A\ Sanitation of Cage Equipment

a) Describe  sanitetion procedures and frequency  for
feeders.

b) Describe  sanitation procedures and  frequency for
watering devices such as bottles, dpper  tubes,
bowls automaic waering sydems (didribution
lines, connection coils), etc.

e Emergency, Weekend, and Holiday Care
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Describe  procedures for  providing  weekend and holiday
care._Indicate who (eg. regular anima care dtaff, students,
pat-time saff, etc) provides and oversees care and what
procedures are performed.

Describe  procedure for _contacting responsble anima _care
and/or veterinary personnd in case of an emergency.

C. Veeinay Medicd Care

1 Preventive Medicine

a Quaranting, Stahilization and Isolaion

D

Describe  the initid  animd  receipt  and  evdudion
procedures for each species.

Describe  quarantine fadllities and procedures for each
species

Describe isolation fadlities and procedures for ill animds

Dexribe  peiods  for  phydologic,  psychologic, and
nutritional stabilization followed.

Describe program for separdtion of animas by species,
source, and hedth datus. If not mantaned separatey,
decribe circumstances where mixing occurs and rationde
for mixing.

b. Surveillance, Diagnos's, Treatment, and Control of Disease

D

Describe  procedure _and _identify  person(s) responsble  for
daly obsavation of animds for illness or drnomd
behavior, thar traning for this regponghbility, and
procedure for reporting observations (written or verba).

Describe procedure for providing veterinary medica care
to ill animas and note the chain of command for and mode
of communicating (written and verbd) informaion to the
veterinarian regarding Sck animds.

Describe preventive medicine and animd _hedth monitoring
program
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4 Describe  dinical  laboratory and  diagnogtic  resources
capabilities

2 Pain, Digress, Andgesia, and Aneshesa

a Describe how the use of anesthetics and anadgesics is monitored
and by whom
b. Note training and experiencerequired to perform anesthesa
3 Euthanesa
a Describe methods used for each species.
C. Describe traning and  experience of personnd carrying  out
euthanasia procedures.
Physicd Plant

1 Functiond Areas

a

Deribe the gengd  arangement of the animd fadlities
(conventiond, clearvdirty corridor, €etc.)

Note specidized types of avalable animd housng spaces such as
barier or hazard contanment (infectious radioactive, chemicd),
or fadlites dedgned gpecdly for housng cetan species of
animds such as pens for dogs pigs shegp, nonhuman primates,
€etc.

Note the following necessary support aeas of the animd care
program, induding the number of rooms and totd square meters
avalable for each activity.

quarantine for rodents and rabbits

quarantine for random source animds such as dogs cds,
and nonhumean primates

isolation for sck animas

aseptic surgery

food storage

bedding sorage

cage washing and sanitizing

clean cage Storage

laboratory for diagnoss and control of laboratory animd
diseases

LIV EL DE
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Condruction Guiddines

a

BExterior Windows

Describe presence of exterior windows in anima rooms that dlow
naturd photoperiods or public obsarvation into the room.

Hoors

Describe compodtion and present  condition of floors in animd
fadilities

Wdls

Describe compostion and  present condition _of wadls in animd
housing and use areas and in sanitization aress.

Calings

Describe compostion and present condition of cdlings in animd
housing and use areas and in sanitization aress.

Vertilation and Air Conditioning (VAC)

Destribe the performance aspects of the VAC sysem. Use the
form enclosad.

Power and Lighting
) Note if emergency power is provided for the animd facility

and if 0, what dectricd sarvices it maintans in the event
the primary power source falls.

2 Give higory of power falures to the animd fadlity. Note
freqguency and duration. If emergency power was not
avalable during a power falure describe Seps taken to
asure the comfort and wel-beng of the animads and the
temperaiure extremes reeched in the anima rooms during

the falure.

3 Describe animd _losses or _hedth problems resulting from
power falures (if any).

Noise Control

Describe physcd methods for contralling excessve noise (eg.,
materials usad, location).
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Appendix 1.

ANIMAL CARE AND USE STATEMENT
(Protocol Review Form)

l. PROCEDURE(S) OR TITLE OF RESEARCH/STUDY:

. PURPOSE/OBJECTIVES

1.  DURATION OR TIME FRAME:

V. RESPONSIBLE PERSON OR PRINCIPAL INVESTIGATOR:

A. NAME
B. QUALIFICATION (degreg(s) or training experience)

V. BACKGROUND AND SGNIFICANCE OF THE PROCEDURE OR
RESEARCH:
(indude a description of the biomedicd characteridics of the animds which are
essential to the proposed procedurelresearch and indicate evidence of experiences
with the proposed animd modd)

VI.  DESCRIPTION OF METHODOLOGIESEXPERIMENTAL DESIGN:
This section should edablish tha the proposed proceduresressarch ae well
desgned <dettificdly and ehicdly. The folowing should be indicaed or
described:

Type of animd to be used (species)
Source of the animds
Reason/basis for sdlecting the animal species
Sex and number of animds (justify the number of animals)
Quarantine and/or acclimation or conditioning process
Anima care procedures
Cegetype
Number of animds per cage
Cage cleaning method
Room temperature, humidity, ventilation and lighting
Animd diet and feeding and watering method
perlmental or animd manipulaion methods
Generd  desription of animd  manipulation methods  (induding
method of condiitioning)
2. Dosng method (induding frequency, volume, route, method of
restraint and expected outcome or effects)
3. Specimen or biologica agent (blood, urine, etc.) collection method
(induding frequency, volume, route and method of restraint)

TMoO
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VII.

4, Animd examination procedures and frequency of examinations
(induding regtraining method)
5. Use of anesthetics (induding drug, dosage, frequency)
6. Surgical procedures (type and purpose)
a Where will surgery be performed
b Destription of  supportive care and monitoring  procedures

during and after surgery

C. Dexription of messures for possble  pos-surgicad
complications

d Name(s) of surgeons and their qudifications and reevant
experiences

7. If euthanasia of animds will be done, indicate/describe the method
Selected
H. Is there a non-anima modd gpplicable for the procedure/study? If <o,
please provide the reasons for not using it.
l. Indicte the names and qudification of dl pesonnd who will be
respongble for conducting the procedures.

DECLARATION BY THE RESPONS BLE PERSON:

| ACCEPT RESPONSIBILITY FOR ASSURING THAT THE PROCEDUREY
STUDY WILL BE CONDUCTED IN ACCORDANCE WITH THE
APPROVED PROTOCOL.

| ASSURE THAT ALL PERSONNEL WHO USE THIS PROTOCOL AND
WORK WITH ANIMALS HAVE RECEIVED APPROPRIATE TRAINING/
INSTRUCTIONS IN PROCEDURAL AND HANDLING TECHNIQUES, AND
ON ANIMAL WELFARE CONSIDERATIONS.

I AGREE TO OBTAIN WRITTEN APPROVAL FROM THE INSTITUTIONAL
ANIMAL CARE AND USE COMMITTEE PRIOR TO MAKING ANY
CHANGES AHECTING MY PROTOCOL. | ALSO AGREE TO PROMPTLY
NOTIFY THE IACUC IN WRITING OF ANY EMERGENT RPOBLEMS
THAT MAY ARISE IN THE COURSE OF THIS STUDY, INCLUDING THE
OCCURRENCE OF ADVERSE SIDE EFFECTS.

Sgnature of the Responsible Person:

Date

Noted by the IACUC Chairman

Date
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