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Norway’s	
  consensus-­‐pla=orm	
  for	
  the	
  3Rs	
  
•  One	
  of	
  14	
  European	
  pla6orms	
  (Swecopa,	
  

Dacopa,	
  Fincopa…)	
  recognised	
  by	
  ecopa	
  
•  Represents	
  all	
  4	
  stakeholders	
  

ü  Regulators	
  
ü  Academia	
  
ü  Industry	
  
ü  Animal	
  welfare	
  organisaFons	
  

•  InternaFonal	
  consensus	
  meeFngs	
  
Ø  Farm	
  animals:	
  26-­‐28	
  September	
  

•  PosiFon	
  statements	
  and	
  3R-­‐resources	
  
•  Annual	
  prize	
  for	
  3R	
  research	
  
•  AGM	
  and	
  scienFfic	
  seminar	
  



Several	
  arFcles	
  in	
  the	
  new	
  EU	
  DirecFve	
  2010/63/EU	
  
depend	
  upon	
  the	
  existence	
  of	
  a	
  classificaFon	
  system	
  
for	
  the	
  severity	
  of	
  procedures.	
  



Prospec*vely:	
  
•  Case-­‐by-­‐case	
  discussion	
  and	
  analysis	
  of	
  the	
  likely	
  impact	
  of	
  

procedures	
  
•  To	
  prevent	
  procedures	
  being	
  carried	
  out	
  that	
  involve	
  

severe	
  pain,	
  suffering	
  or	
  distress	
  that	
  is	
  likely	
  to	
  be	
  long-­‐
lasFng	
  and	
  that	
  cannot	
  be	
  ameliorated	
  (loophole	
  exists)	
  

Retrospec*vely:	
  
•  in	
  cases	
  of	
  potenFal	
  re-­‐use,	
  to	
  check	
  the	
  classificaFon	
  of	
  

the	
  previous	
  procedure	
  (only	
  animals	
  subjected	
  to	
  Mild	
  or	
  
Moderate	
  procedures	
  may	
  be	
  re-­‐used	
  –	
  loophole	
  here	
  too)	
  

•  mandatory	
  for	
  all	
  projects	
  where	
  Severe	
  procedures	
  and/or	
  
NHPs	
  were	
  used)	
  

•  for	
  staFsFcal	
  reporFng	
  
	
  
The	
  classificaFon	
  system	
  applies	
  to	
  procedures,	
  not	
  to	
  
projects	
  
	
  
Projects	
  are	
  assessed	
  by	
  a	
  harm-­‐benefit	
  analysis	
  



What	
  is	
  a	
  procedure?	
  
	
  
’A	
  combina4on	
  of	
  one	
  or	
  more	
  technical	
  acts’	
  
	
  
Lower	
  threshold,	
  below	
  which	
  the	
  DirecFve	
  does	
  not	
  apply:	
  
	
  
The	
  amount	
  of	
  pain,	
  suffering	
  or	
  distress	
  caused	
  by	
  the	
  
introduc4on	
  of	
  a	
  needle	
  into	
  the	
  body	
  of	
  an	
  animal,	
  or	
  by	
  the	
  
administra4on	
  of	
  an	
  anaesthe4c	
  for	
  scien4fic	
  purposes	
  (excl.	
  
euthanasia)	
  
	
  
Upper	
  threshold:	
  beyond	
  which	
  no	
  animal	
  should	
  be	
  used.	
  
Severe	
  pain,	
  suffering	
  or	
  distress	
  which	
  is	
  likely	
  to	
  be	
  long-­‐
lasFng	
  and	
  cannot	
  be	
  ameliorated	
  



4	
  severity	
  categories:	
  
	
  
•  Non-­‐recovery	
  

	
  Procedures	
  performed	
  enFrely	
  under	
  general	
  anaesthesia	
  from	
  
	
  which	
  the	
  animal	
  shall	
  not	
  recover	
  consciousness	
  

	
  
•  Mild	
  

	
  Procedures	
  as	
  a	
  result	
  of	
  which	
  the	
  animals	
  are	
  likely	
  to	
  
	
  experience	
  short	
  term	
  mild	
  pain,	
  suffering	
  or	
  distress.	
  
	
  Procedures	
  with	
  no	
  significant	
  impairment	
  of	
  the	
  wellbeing	
  or	
  
	
  general	
  condiFon	
  of	
  the	
  animals	
  

	
  
•  Moderate	
  

	
  Procedures	
  as	
  a	
  result	
  of	
  which	
  the	
  animals	
  are	
  likely	
  to	
  
	
  experience	
  short	
  term	
  moderate	
  pain,	
  suffering	
  or	
  distress,	
  or	
  
	
  long-­‐lasFng	
  mild	
  pain,	
  suffering	
  or	
  distress.	
   	
  Procedures	
  that	
  are	
  
	
  likely	
  to	
  cause	
  moderate	
  impairment	
  of	
  the	
  wellbeing	
  or	
  general	
  
	
  condiFon	
  of	
  the	
  animals	
  

	
  
•  Severe	
  

	
  Procedures	
  as	
  a	
  result	
  of	
  which	
  the	
  animals	
  are	
  likely	
  to	
  
	
  experience	
  severe	
  pain,	
  suffering	
  or	
  distress.	
  Procedures	
  that	
  are	
  
	
  likely	
  to	
  cause	
  severe	
  impairment	
  of	
  the	
  wellbeing	
  or	
  general	
  
	
  condiFon	
  of	
  the	
  animals	
  



Addi4onal	
  factors:	
  
	
  
•  Type	
  of	
  species	
  and	
  genotype	
  
•  Maturity,	
  age	
  and	
  sex	
  of	
  animal	
  
•  PrevenFon	
  of	
  expression	
  of	
  natural	
  behaviour	
  (housing,	
  husbandry,	
  care	
  restricFons)	
  
•  Some	
  behavioural	
  and	
  nutriFonal	
  studies	
  may	
  cross	
  the	
  lower	
  threshold	
  without	
  

physically	
  touching	
  the	
  animal	
  
•  Several	
  ”below-­‐threshold”	
  procedures	
  applied	
  to	
  the	
  same	
  animal:	
  Mild	
  or	
  higher	
  
•  Type	
  and	
  fequency	
  of	
  manipulaFon	
  and	
  handling	
  (especially	
  relevant	
  in	
  fish)	
  
•  Training	
  experience	
  of	
  the	
  animal	
  to	
  the	
  procedure	
  
•  The	
  actual	
  severity	
  of	
  past	
  procedures,	
  in	
  cases	
  of	
  re-­‐use	
  
•  Nature	
  of	
  pain,	
  suffering,	
  distress	
  or	
  lasFng	
  harm	
  caused	
  by	
  all	
  elements	
  in	
  the	
  procedure	
  
•  Intensity,	
  duraFon,	
  frequency	
  and	
  mulFplicity	
  of	
  the	
  techniques	
  employed	
  
•  Methods	
  used	
  to	
  reduce	
  or	
  eliminate	
  pain,	
  suffering	
  and	
  distress	
  (including	
  anaesthesia,	
  

analgesia,	
  refinement	
  of	
  housing,	
  husbandry	
  and	
  care)	
  
•  Monitoring	
  of	
  animals,	
  clinical	
  assessment,	
  objecFve	
  indicators	
  
•  CumulaFve	
  suffering	
  
•  Control	
  animals	
  in	
  an	
  experiment	
  
•  Humane	
  endpoints	
  (which	
  can	
  reduce	
  a	
  category	
  from	
  e.g.	
  severe	
  to	
  moderate)	
  
•  Death	
  as	
  an	
  endpoint	
  should	
  be	
  avoided,	
  use	
  early	
  humane	
  endpoints	
  wherever	
  possible	
  
•  The	
  classic	
  dilemma:	
  number	
  of	
  animals	
  v.	
  individual	
  experience	
  of	
  severity	
  
•  Professional	
  judgement	
  	
  
The	
  examples	
  in	
  the	
  guidelines	
  assume	
  that	
  all	
  procedures	
  are	
  
carried	
  out	
  by	
  competent	
  persons	
  according	
  to	
  best	
  prac*ce	
  



The	
  severity	
  category	
  shall	
  be	
  assigned	
  based	
  on	
  the	
  most	
  
severe	
  effects	
  likely	
  to	
  be	
  experienced	
  by	
  an	
  individual	
  animal	
  
a`er	
  applying	
  all	
  appropriate	
  refinement	
  techniques.	
  
	
  
To	
  be	
  based	
  on	
  exisFng	
  classificaFon	
  systems	
  (few)	
  and	
  ”best	
  
pracFce”	
  (?)	
  



An	
  Expert	
  Working	
  Group	
  met	
  for	
  2	
  days	
  in	
  July	
  2009	
  
	
  
RepresentaFves	
  from	
  18	
  NGOs	
  and	
  22	
  countries	
  
	
  
’views	
  do	
  not	
  necessarily	
  reflect	
  those	
  of	
  the	
  organisaFons	
  and	
  
Member	
  States’	
  

hhp://ec.europa.eu/environment/chemicals/lab_animals/home_en.htm	
  



Examples	
  
	
  
Below-­‐threshold	
  
•  Withdrawal	
  of	
  food	
  for	
  <24hr	
  in	
  adult	
  rats	
  
•  ApplicaFon	
  of	
  external	
  telemetry	
  devices	
  
Mild	
  
•  Ear	
  and	
  tail	
  biopsies	
  
•  Restraint	
  for	
  <24hr	
  in	
  a	
  metabolic	
  cage	
  
Moderate	
  
•  Acute	
  chronic	
  toxicity	
  tests	
  with	
  non-­‐lethal	
  endpoints	
  
•  Surgery	
  associated	
  with	
  post-­‐operaFve	
  pain	
  
Severe	
  
•  Toxicity	
  tesFng	
  with	
  death	
  as	
  the	
  endpoint	
  
•  Inescapable	
  electric	
  shock	
  



•  The	
  EU	
  EWG	
  examples	
  are	
  not	
  necessarily	
  relevant	
  
to	
  fish	
  researchers,	
  who	
  use	
  a	
  range	
  of	
  techniques	
  
that	
  are	
  not	
  used	
  in	
  mammals,	
  on	
  species	
  that	
  live	
  in	
  
a	
  different	
  environment	
  and	
  that	
  o`en	
  have	
  to	
  be	
  
removed	
  from	
  their	
  environment	
  to	
  be	
  manipulated	
  

	
  
•  Norecopa	
  commissioned	
  a	
  working	
  group	
  that	
  spent	
  

a	
  year	
  gathering	
  ideas	
  from	
  all	
  stakeholders	
  



Guidance	
  on	
  the	
  severity	
  
classifica6on	
  of	
  procedures	
  

involving	
  fish	
  
	
  

Report	
  from	
  a	
  Working	
  
Group	
  commissioned	
  by	
  

Norecopa	
  

P	
  Hawkins	
  (Convenor)1,	
  N	
  Dennison2,	
  G	
  Goodman3,	
  S	
  Hetherington4,	
  
S	
  Llywelyn-­‐Jones2,	
  K	
  Ryder2	
  and	
  AJ	
  Smith6	
  

	
  
1RSPCA,	
  UK;	
  2Animals	
  (ScienFfic	
  Procedures)	
  Inspectorate,	
  UK;	
  3University	
  of	
  Edinburgh,	
  

UK;	
  4CEFAS,	
  UK;	
  5King’s	
  College	
  London,	
  UK;	
  6Norecopa,	
  Norway	
  



Subthreshold*	
   Mild	
   Moderate	
   Severe	
  

Feeding	
  studies	
  where	
  food	
  
restricFon	
  does	
  not	
  cause	
  
any	
  harm	
  

Removal	
  of	
  a	
  small	
  part	
  of	
  
one	
  fin,	
  where	
  rapid	
  healing	
  
and	
  minimal	
  dysfuncFon	
  or	
  
pain	
  are	
  expected	
  

Removal	
  of	
  scales	
  to	
  
promote	
  fungal	
  growth	
  

Saltwater/freshwater	
  
challenge	
  where	
  it	
  cannot	
  
be	
  predicted	
  that	
  the	
  fish	
  
will	
  adapt	
  without	
  severe	
  
effects	
  or	
  mortality	
  

Marking	
  using	
  non-­‐toxic	
  and	
  
non-­‐aversive	
  dyes	
  in	
  the	
  
water	
  

Gentle,	
  brief	
  handling	
  of	
  fish	
  
out	
  of	
  water	
  
	
  

‘Shaking’	
  in	
  a	
  net	
  out	
  of	
  
water	
  to	
  produce	
  a	
  stress	
  
response	
  

Disease	
  studies	
  likely	
  to	
  
cause	
  death	
  where	
  the	
  
study	
  cannot	
  be	
  controlled	
  
to	
  avoid	
  mortality	
  

ManipulaFons	
  of	
  
photoperiod,	
  
temperature	
  or	
  water	
  	
  gases	
  
that	
  do	
  not	
  cause	
  significant	
  
harm	
  
	
  

Blood	
  sampling	
  under	
  
anaesthesia	
  using	
  	
  
recommended	
  volumes	
  and	
  
techniques	
  

CannulaFon	
  of	
  blood	
  vessels	
  
followed	
  by	
  repeated	
  blood	
  
sampling	
  within	
  
recommended	
  limits	
  
	
  

Vaccine	
  potency	
  tesFng	
  
with	
  persistent	
  impairment	
  
of	
  the	
  animal’s	
  condiFon,	
  
progressive	
  disease,	
  or	
  
associated	
  with	
  long-­‐lasFng	
  
moderate	
  suffering	
  



The	
  Norecopa	
  WG	
  report	
  was	
  published	
  in	
  
Laboratory	
  Animals	
  and	
  is	
  Open	
  Access,	
  
thanks	
  to	
  sponsorship	
  from	
  LA	
  Ltd.	
  

Norecopa	
  has	
  set	
  up	
  a	
  website	
  with	
  links	
  to	
  
the	
  severity	
  classificaFon	
  guidelines	
  and	
  more	
  
informaFon	
  about	
  the	
  DirecFve	
  and	
  
refinement	
  for	
  fish	
  researchers:	
  

www.norecopa.no/categories	
  



Project	
  3R-­‐KART	
  
	
  
Aims	
  to	
  
•  Chart	
  the	
  extent	
  to	
  which	
  the	
  3Rs	
  are	
  already	
  in	
  use	
  in	
  fish	
  
research	
  in	
  Norway	
  

•  Reveal	
  areas	
  where	
  their	
  use	
  can	
  be	
  increased	
  
•  Reveal	
  areas	
  where	
  research	
  is	
  needed	
  to	
  implement	
  the	
  3Rs	
  
•  Increase	
  fish	
  welfare	
  and	
  the	
  quality	
  of	
  fish	
  research	
  
•  Give	
  the	
  Research	
  Council	
  guidelines	
  on	
  areas	
  that	
  should	
  be	
  
prioriFsed	
  	
  

	
  
3R-­‐KART	
  consists	
  of	
  two	
  phases:	
  
•  Use	
  of	
  an	
  anonymous	
  quesFonnaire	
  to	
  all	
  faciliFes	
  approved	
  for	
  
fish	
  research	
  

•  In-­‐depth	
  interviews	
  of	
  as	
  many	
  as	
  possible	
  of	
  these	
  faciliFes	
  (lab	
  
and	
  field	
  research)	
  

Both	
  phases	
  are	
  now	
  completed,	
  reports	
  are	
  being	
  wrihen.	
  



www.norecopa.no	
  


