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1.   Int roduction  

 

The Nat i onal  Heal th Resear ch Et hi cs Commi ttee’ s (NHREC’ s)  defini tion of  ani mal  is 

‘ ‘Any live non-human vertebrate’ ’. 

   

Al l  researchers conducting research on ani mal s for  what ever purpose must  pr ovi de al l  

i nformati on outlined in thi s appendi x to thei r  Inst i tut i onal  Heal th Resear ch Et hi cs 

Commi t tee for  revi ew and approval .   

 

2.   Al ter natives to Pai nf ul  Pr ocedur es 

 

The NHEC def i ni tion of  pai nf ul  procedure is ‘ ‘any procedure that woul d reasonabl y be 

expect ed to cause mor e than sl ight or  moment ar y pai n and/ or  di stress in a human bei ng 

t o whi ch that procedure is appl ied."   

 

2. 1 I f  the research proposed is likel y to cause pai n in the ani mal ,  the research protocol  

must  include a narrative on the met hods and sour ces the resear cher  used to 

det ermi ne that al ternatives wer e not avai labl e to the pai nf ul /di stressf ul  pr ocedur e 

or  procedures that is proposed in the experiment ,  includi ng those pr ocedur es in 

whi ch pai n/di stress is al leviated.   

 

2. 2 The narrative must  incl ude: dat abases searched or  other sources consul ted,  dat e 

of  the search,  years covered by the sear ch,  key wor ds and/ or  sear ch st rat egy 

used,  and a di scussi on of  what  alternatives wer e considered but  not used.   

 

3.   Li ter atur e Sear ch for  Unnecessar y Dupl ication  

 

3. 1 The r esearch proposal  must  provide inf ormati on - databases searched,  keywor ds 

or  search strategy used,  period of sear ch,  and dat e  sear ch was  perf or med -  

describi ng the dat abase sear ch to ensur e that  the current  pr oposal  is not  

dupl icating previ ous experiment s.   

 

4.   Rat ional e for  Usi ng Ani mal s 

 

4. 1 The r esearch proposal  must  pr ovi de a just i ficat i on for  usi ng ani mal s in the 

pr oposed research. St at e alternatives to ani mal  use that  wer e consi der ed and 

expl ai n why these al ternatives cannot be used to obtai n the research obj ect ives  

( e. g., comput er model ing, cel l  cultures).   

 

5.   Speci es Ident i fication and Rat ional e:  

 



Animal subcode version 1.0, February, 2014 4 

5. 1 The r esearcher must  provi de the species name and i f appl icabl e the strai n, stock 

or  breed of ani mal s to be used in the proposal.  St ate the strai n or  stock of mi ce,  

r at s or  gui nea pi gs to be used.  St at e the br eed i f dogs,  cat s or  rabbi ts to be 

used.    

 

5. 2 I n the pr oposal ,  the resear cher  mus t  pr ovi de a just i ficat i on for  usi ng thi s 

particul ar  ani mal  model  and include a di scussion of  the uni que mor phol ogi cal  

and physi ol ogi cal  characteristics of thi s ani mal  model  whi ch makes  i t  the best  

choi ce for  thi s proj ect  ci ting veri fiabl e and appropriate literat ure. 

 

6.   Number  of  Ani ma l s Used  

 

The r esearch protocol  must  list  the number  of : experiment al  gr oups,  ani mal s in each 

gr oup and the total  ani mal s used by speci es.  Al so,  usi ng the def ini t ion of  ‘ ‘pai nf ul  

pr ocedure’ ’ presented above:  

 

6. 1 St ate the common names and number  of  ani mal s in thi s pr oposal  whi ch wi l l  

experi ence no mor e than slight  or  moment ar y pai n or  di stress.   

 

6. 2 St ate the common names and number s of  ani mal s in thi s pr oposal  whi ch wi l l  

experi ence pai n or  di st ress that  wi l l  be rel ieved wi t h anest het i cs and/ or  

anal gesi cs.  

 

6. 3 St ate the common names and number s of  ani mal s in thi s pr oposal  whi ch wi l l  

experi ence pai n or  di stress that will not  be rel ieved  wi th anest het ics and/ or  

anal gesi cs.  

 

7.   Rat ional e for  the Number  of  Ani ma l s Requi red  

 

7. 1 The r esearch protocol  must  list  the tot al  number  of  ani mal s to be used in thi s 

r esearch.   Incl ude ani mal s necessar y for  cont rol s,  techni que devel opment ,  

expect ed losses, etc.   Describe the statistical  met hodol ogy used to det er mi ne 

t hat  at  least the mi ni mum number  of  ani mal s is used to obt ai n val id sci ent i fic 

r esults.    

 

7. 2 St ate the statistical  test(s) used to determi ne sampl e si ze and the rat i onal e for  

usi ng that specific test.  

 

7. 3 Descri be the strategy int ended to eval uate the data.   

 

8.   Experiment al  Desi gn 

 



 

The r esearcher must  outline the sci enti fic pl an and di rection of experiment ation.  

8. 1 Pr ovi de a compl ete description of  the experi ment al  desi gn of  the pr oj ect  to 

i ncl ude a summar y t abl e of experi ment al  gr oups and a flowchart  indi cat i ng 

sequence of experiment al  events.    

 

8. 2 Descri be the experiment al  desi gn of  each exper i ment  separ at el y i f  sever al  

experi ment s or  sequential  studi es are included in the proposal .   

 

8. 3 Pr ocedur es that  may  cause mor e than moment ar y or  sl ight  pai n must  be 

performed wi t h appropriate sedation,  anal gesi a, or  anesthetic,  unl ess justified for  

sci enti fic reasons in writing.  

 

8. 4 Ani mal s that woul d otherwi se experience severe or  chroni c pai n or  di st ress that  

cannot  be rel ieved wi ll be euthani zed pai nl essly at the end of, or, if appr opr i at e,  

duri ng the procedure.  

 

8. 5 Li vi ng conditions must  be speci es- appr opri at e,  cont ribut e to the heal th and 

comf ort  of  the ani mal s,  and be over seen by a vet er i nar i an or  ot her  trai ned 

sci entist. 

 

8. 6 Pr ocedures must  avoi d or  mi ni mi ze di scomf ort ,  di st ress,  and pai n to ani mal s 

consi stent wi th sound research desi gn.  

 

8. 7 Necessar y medi cal  care must  be provided by a qual i fied vet erinarian.  

 

8. 8 Per sonnel  conducting procedures must  be appropriatel y qual ified and trai ned in 

t hose procedures.  

 

9.   Techni cal  Met hods 

 

9. 1 The r esearch proposal  must  stat e the frequency of  ani mal  obser vat i on once 

experi ment al  procedures start  and describe health st at us assessment  cri teri a 

used.  

 

9. 2 Pr ovi de a compl ete description of  al l procedures the ani mal s wi l l  exper i ence to 

i ncl ude: 

i. Sur gi cal  procedures 

ii. Bi ol ogi cal  sampl es (i.e. , frequency,  vol ume,  har vest  si te,  and col lect ion 

met hod)  
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iii. Adj uvants (if usi ng Compl et e Freund’ s Adj uvant and/ or  in vi vo pr oduct ion of  

monocl onal  antibodi es,  pr ovi de a sci ent i fic just i ficat i on and st at e what  

al ternatives you consi dered and why they wer e not used)   

i v. Ti ssue sampl i ng for  DNA anal ysis (i.e. , age of  sampl i ng,  amount  of  tissue  

t aken,  anesthetic use)  

v.  I nj ections (i.e. , agent, dosage,  rout e, and anat omi cal  si te of admi ni stration)  

vi. Pr ol onged restrai nt  (addi tional ly,  justification for  its use)  

vi i . Food or  wat er  restriction (additional ly,  justi fication for  its use)  

vi ii. Mul t ipl e maj or  survi val  surgeries on the same ani mal  (additional ly,  justi fication 

f or  its use)  

 

10.   Anesthesi a/ Anal gesi a/ Tr anquil ization  

 

10. 1 The r esearch proposal  must  describe the met hods or  st rat egi es pl anned to 

ef fectivel y rel ieve pai n and di stress.  If drugs are used for  anesthesi a, anal gesi a 

or  tranquilization list  the drug:  name,  dosage, frequency, rout e,  and anat omi cal  

si te of  admi ni stration.  Li st  the observation cri ter i a ut i l ized to det er mi ne i f  the 

ani mal s are experiencing pai n and/or  di stress.  

 

10. 2 I f  appl icabl e, provi de an expl anation for  wi thhol di ng anesthetic/anal gesic agent s 

f rom ani mal s that  wi ll experi ence a pai nf ul  or  di st ressf ul  pr ocedur e  yet  not  

r ecei ve anesthesi a or  anal gesia.  

 

11.   St udy Endpoi nt  

 

11. 1 St ate the proj ected study endpoi nt for  the ani mal s (e.g., recover y,  eut hanasi a) ,  

whi ch shoul d be in line wi th the study hypothesis and design.  

 

11. 2 Def i ne speci fic heal th assessment  cri ter i a used to det er mi ne earl y st udy 

endpoi nts and/or  indi cation for  euthanasia (e.g., percentage of wei ght loss, tumor  

si ze, number  of abdomi nal  taps, abdomi nal  di st ent i on,  anor exi a,  decreased 

act ivi ty,  ruf fled fur). 

 

12.   Eut hanasi a or  Fi nal  Di sposi tion  

 

12. 1 Descri be the met hod of euthanasia by agent, dosage, route, and anatomi cal  si te 

of  admi ni stration.   

 

12. 2 St ate the final  di sposition of  the ani mal s if they are not euthani zed.    

 

12. 3 I f  admi ni stration of  carbon di oxi de is the proposed met hod of eut hanasi a, indi cat e 

how deat h wi l l be confirmed.   



 

 

12. 4 Met hods of  euthanasi a used must  be consistent wi th the recommendat i ons of the 

Amer i can Vet erinary Medi cal  Association (AVMA)  Panel  on Eut hanasi a and the 

r el evant gui del ine from t he Vet erinary Counci l  of  Ni geria,  unl ess a devi at i on is 

j ustified for  scienti fic reasons in writing 

 

13.   Insti tut ional  Heal th Resear ch Et hi cs Revi ew and  Appr oval s  

 

13. 1 I n order to review a pr oposal  that  incl udes ani mal  resear ch,  in addi t ion to 

gui dance provided in the Nat ional  Code for  Heal th Resear ch Et hi cs,  the must  

i ncl ude at  least  

i. One doct or  of vet erinary medi cine 

ii. One pr acticing scientist  wi th experience in ani mal  research 

 

13. 2 The r esear cher  and pr i nci pal  st udy st af f  must  pr ovi de document at i on of  

compl et ing an NHREC appr oved trai ni ng on ethi cs of ani mal  research 

 

 

14.   Qual i ficat ions  

 

14. 1 The r esearch proposal  must  incl ude a list  by name of  al l  personnel  wor ki ng wi th 

ani mal s under thi s proposal  and al l procedures, mani pul ations and observat i ons 

each indi vi dual  wi l l perform.    

 

14. 2 Pr ovi de each indi vidual ’s trai ni ng,  experience,  and qualifications to perform t hese 

dut i es (e. g., surgery, eut hanasi a,  pr e-  and post -oper at i ve car e,  inj ect ions,  

phl ebot omy,  restrai nt).   

 

14. 3 Qual i fications shoul d include educational  degrees.   

 

15.   Princi pal  Investigator  Assur ances 

 

15. 1 The NHREC speci fical ly requi res written assurances from t he P.I. --  (thi s sect i on 

may be copi ed verbatim or  modi fied as requi red)  

 

15. 2 As t he Princi pal  Investigator  on thi s protocol , I acknowl edge my r esponsi bi l i ties 

and pr ovi de assurances for  the fol lowi ng:  

 

A.   Pai nful  Procedures:   I assure that di scomf ort  and inj ury to ani mal s wi l l be 

l imi ted to that whi ch is unavoi dabl e in the conduct  of  sci ent i fical ly val uabl e 

r esearch and that  anal gesi c,  anesthetic,  and/ or  tranquilizi ng dr ugs wi l l  be used 

wher e indi cated and appropriat e to mi ni mi ze pai n and/or  di stress to ani mal s.  
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B.    Ani mal  Use:  The ani mal s authorized for  use in thi s protocol  wi l l  be used 

onl y in the activi ties and in the manner  described her ei n.  If  a change is to be 

made,  pri or  approval  wi ll be obtai ned from t he approvi ng Heal th Research Et hi cs 

Commi t tee (HREC) .  

 

C.  Dupl ication of Effort:  I have made a r easonabl e,  good fai th ef for t  to 

ensur e that  thi s pr ot ocol  is not  an unnecessar y dupl icat i on of  pr evi ous  

experi ment s.   

 

D.   St atistical  Assurance:   I assure that I have consul ted wi th a qual i fied 

i ndi vidual  who eval uat ed the experiment al  desi gn wi th respect  to the st at i st i cal  

anal ysi s,  and that  the mi ni mum number  of  ani mal s needed for  sci ent i fic val i di ty 

wi l l be used.  

 

E.  Tr ai ni ng:   I  ver i f y  t hat  t he per sonnel  per f or mi ng  the  ani mal  

pr ocedures/mani pul ations/observations described in thi s pr ot ocol  are techni cal l y 

compet ent  and have been properly trai ned to ensure that no unnecessary pai n or  

di st r ess wi l l  be caused t o t he ani mal s as a r esul t  of  t he 

pr ocedures/mani pul ations.  

 

F.  Responsi bi l ity:   I acknowl edge the inher ent  mor al ,  et hi cal  and  

admi ni strative obl igations associ ated wi th the perfor mance of  thi s ani mal  use 

pr ot ocol, and I assur e that  al l  indi vi dual s associ at ed wi t h thi s pr oj ect  wi l l  

demonst r ate a concern for  the heal th,  comf ort,  wel far e,  and wel l -bei ng of  the 

r esearch ani mal s.  Addi tional ly,  I pl edge to impl ement  ani mal  use al ter nat i ves 

wher e feasi bl e,  and conduct  humane and l awf ul  research.  

 

 

 

( Pri ncipal  Investigat or  Pri nted Name)   

 

 

( Pri ncipal  Investigat or  Si gnat ure and Dat e)  

 

 
 

 
 
 

  
 

 



 

  


