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1. Introduction

The Nationa Health Research Bhcs Conm ttee’s (NHREC’ s) definition of animal is
“Any live non-human vertebrate .

All researchers conduding research on anmnal s for what ever purpose nust provide al
i nformation outlined inthis append x to their Institutional Health Research Ethics
Commi ttee for revewand approvd.

2. Alternatives to Painful Procedures

The NHEC defintion of panfu procedure is ‘any procedure that woul d reasonably be
expected to cause nor e than dight or nonent ary pan and/ or distress in a hurman bei ng
to whi ch that procedure is appied.”

2.1 If the research proposed is likely to cause pan in the aninal, the research protocad
nust indude a narrative on the net hods and sources the researcher used to
det erm ne that dternatives were not avalalde to the panfu/dstressful procedure
or procedures that is proposed in the experinent, indudi ng those procedures in
whi ch pain/distress is dleviated.

2.2 The narrative nust indude: databases searched or other sources consu ted, date
of the search, years covered by the search, key words and/or search strategy
used, and a discusson of what aternatives were considered but not used.

3. Literature Search for Unnecessary Duplication

3.1 The research proposd nust provide infornation - databases searched, keywor ds
or search strategy used, period of search, and date search was perfornmed -
describng the database search to ensure that the current proposal is not
duplicating previous experinment s.

4. Rationale for Using Animal s

4.1 The research proposd nust provide a justification for using animal s in the
proposed research. Sate aternatives to animal use that wer e considered and
expl an why these dternatives cannot be used to obtan the research obj ectives
(e.g., conput er nodeling, cdl cultures).

5. Species Identification and Rationale:



5.1

5.2

The researcher nust provide the spedes name and if applicabl e the stran, stock
or breed of annal s to be used in the proposa. Sate the strain or stock of m ce,
rats or guneapigstobeused Satethe breed if dogs, cats or rabbits to be
used.

In the proposal, the researcher nust provide a justification for using this
particuar animal nodel and indude a dscussion of the unique nmor phol ogical
and physidogcal characteristics of this annmal nodel which makes it the best
chai ce for this proed dting verifiable and appropriate literature.

6. Nunber of Aninal s Used

The research protocd nust list the nunber of: experimenta groups, animal s in each
group and the totd annal s used by species. A so, using the definition of ‘‘painful
proceduré’ presented above:

6.1

6.2

6.3

7.1

7.2

7.3

St ate the conmon nanes and nunber of animal s in this proposal which will
experience no nor e than slight or nrorent ary pan or distress.

St ate the coomon nanes and nunber s of animal s in this proposal which will
experience pan or distress that will be relieved with anesthetics and/ or
anal gesics.

St ate the coomon nanes and nunber s of animal s in this proposal which will
experience pan or distress that will not be relieved with anesthetics and/or
anal gesics.

7. Rationale for the Nunber of Animal s Required

The research protocd rnust list the totd nunber of animal s to be used in this
research. Indude aninmal s necessary for controls, technique developnent,
expected losses, etc. Describe the statistical nmet hodol ogy used to determ ne
that at least the m nmum nunber of annal sis used to obtain valid scientific
results.

St ate the statisticd test(s) used to determ ne sanpl e size and the rational e for
usi ng that spedfic test.

Describe the strategy intended to eva uate the data

8. Experinmental Design
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The researcher nust outline the sdertific plan and diredion of experiment ation.

81

8.2

8.3

8.4

8.5

8.6

8.7

8.8

9.1

9.2

Provide a conpl ete description of the experinent a design of the project to
indude a sunmary table of experiment a groups and a flowchart ind cating
sequence of experinent d evernts.

Describe the experinenta design of each experinent separatey if several
experiments or sequentid studies are included in the proposal.

Procedures that may cause nor e than nonment ary or slight pain nmust be
performed with appropriate sedation, andgesi a, or anesthetic, ur ess justified for
sci entific reasons in writing.

Ani mal s that woul d atherw se experience severe or chrornic pan or distress that
cannot be relieved wll be euthanized panlesdy at the end of, or, if appropriate,
during the procedure.

Li ving conditions nmust be sped es-appropriate, contribute to the hea th and
confort of theaninal s, and be overseen by a veterinarian or other trained
Sci entist.

Procedures nust avoid or m nim ze disconf ort, distress, and pain to animal s
consistent wth sound research design.

Necessary nmedi cd care nust be provided by a qudified veterinarian.

Per sonnd conducting procedures nmust be appropriately qualified and trained in
those procedures.

9. Technica Met hods

The research proposd nust state the frequency of animal observation once
experimenta procedures start and describe heath status assessnment criteria
used.

Provide a conpl ete description of al procedures the annal swill experience to

i ndude:

i. Surgca procedures

ii. Bidogcd sanples(i.e., frequency, vdune, harvest site, and collection
net hod)



iii. Adj uvants (if using Conpl ete Freund s Adjuvant and/ or in vivo production of
nonocl ona antibodi es, provide a scientific justification and state what
alternatives you cons dered and why they were nat used)

iv. Tissue sanpling for DNA anal ysis (i.e., age of sanpling, anount of tissue
taken, anesthetic use)

V. Inedions (i.e., agent, dosage, route, and anatom cal site of adm nistration)

V. Prdongedrestraint (addtionaly, justification for its use)

Mvi. Food or wat er restriction (additionaly, justification for its use)
Mvii. Miltide ng or survivd surgeries on the sane ani nmal (addtiondly, justification
for its use)

10. Anesthesia/Analgesia/ Tranquilization

10.1 The research proposd nust describe the net hods or strateg es planned to
effedivdy rdieve pain and distress. If drugs are used for anesthesa, analgesia
or tranquilization list the drug: nane, dosage, frequency, route, and anatom ca
site of adm rnistration. List the observation criteria utilized to determ ne if the
ani mal s are experienang pain and/or dstress.

10.2 If applicable, provide an explanation for withho d ng anesthetic/and gesic agents
fromani mal s that wll experience a painfu or distressfu procedure yet not
recelve anesthesa or anagesa

11. Study Endpoint

111 State the prgected study endpaint for the aninal s (e.g., recovery, euthanasia),
whi ch should be in line wth the study hypothesis and design.

11. 2 Define specific health assessnent criteria used to determ ne early study
endpoi nts and/or indication for euthanasa (e.g., percentage of wei ght loss, tunor
si ze, nunber of abdom nal taps, abdoni na dstention, anorexia, decreased
actiuty, ruffled fur).

12. Euthanasia or Final Disposition

12.1 Describe the net hod of euthanasia by agent, dosage, route, and anatom cd site
of adm nistration.

12.2 State the fina dispostion of the annal s if they are nat euthan zed.

12.3 If adm nistration of carbon dox de is the proposed net hod of euthanas a, indcate
how deat h will be confirned.
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12. 4

13.1

13.2

14.1

14.2

14.3

15.1

15.2

Met hods of euthanas a used nust be consistent wth the recommendations of the
Arrer i can Veterinary Medi cal Assodation (AVMA) Panel on Euthanasia and the
relevant guiddine fromt he Veterinary Council of N geria, unless a deviation is
j ustified for sdentific reasons in writing

13. Institutional Health Research Ethics Review and Approvals

In order to reMew a proposal that includes animal research, in addition to
gui dance provided in the Nationa Code for Health Research Ethics, the nmust
indude at least

i. One doctor of veterinary nedi dne

ii. One pradidng sdentist wth experience in aninal research

The researcher and principal study staff must provide docunent ation of
conpl eting an NHREC approved trainng on ethics of annal research

14. Qualifications

The research proposd nust indude a list by name of dl personnel wor king with
ani mal s under this proposa and al procedures, mani pul ations and observations
each indvidua wll perform

Provide eachindividua’s trainng, experience, and quadifications to performthese
duties (e.g., suwrgery, euthanasia, pre- and post-operative care, injections,
phl ebatony, restrant).

Qualifications should indude educationd degrees.

15. Principal Investigator Assurances

The NHREC specificdly requires written assurances fromthe P.1. - (this section
may be copied verbatimor nodified as required)

As the Prindpd Investigator on ths pratocd, | acknow edge ny responsibilities
and provide assurances for the fdlow ng:

A Painfu Procedures. | assure that dsconf ot and ifjury to annal swll be
limted to that whichis unava dabl e in the conduct of scientifically vauabl e
research and that andgesic, anesthetic, and/ or tranquilizing drugs will be used
wher e indicated and appropriate to m nim ze pan andor dstress to aninal s.



B. Ani nmal Use: The annal s authorized for use inthis protocd will be used
only in the activities and in the nanner described herein. If a change is to be
made, prior approval wll be obtained fromt he approving Health Research Bhics
Commi ttee (HREC) .

C Duplication of Effort: | have made a reasonable, good faith effort to
ensure that this protocol is not an unnecessary duplication of previous
experinents.

D. St atistical Assurance: | assure that | have consuted with a qualified
i ndvidua who evauated the experinent d design wth respect to the statistical
anal ys s, and that the m nmum nunber of animal s needed for saentific vaidity
wi Il be used.

E. Training: | verify that the personnel perform ng the animal

procedures/mani pul ations/observations described in this protocd are technically
conpet ent and have been properly traned to ensure that no unnecessary pan or
distress will be caused to the animals as a result of the
procedures/mani pul ations.

F. Responsibility: | acknow edge the inherent nor al, ethical and
adm ni strative obligations assod ated wth the performance of this animal use
protocad, and | assure that al individuals associated with this prgect will
denonstrate a concern for the hedth, conf ort, welfare, and well-being of the
research annal s. Additionaly, | dedge to inpl enent animal use alternatives
wher e feasde, and condud hunmane and lawf U research.

(Prinapal Investigator Printed Narre)

(Prindpa Investigator S gnature and Dat €)
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