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Sources	
  of	
  InformaIon	
  on	
  Research	
  Ethics	
  
U.S.	
  Department	
  of	
  Health	
  &	
  Human	
  Services	
  (updated	
  January	
  2017):	
  
•  The	
  Common	
  Rule,	
  governing	
  studies	
  with	
  Human	
  Subjects	
  

–  hKp://ori.hhs.gov/educa2on/products/ucla/chapter2/page04b.htm	
  

NaIonal	
  Science	
  FoundaIon	
  (NSF):	
  
•  Responsible	
  Conduct	
  of	
  Research	
  

–  hKp://www.nsf.gov/bfa/dias/policy/rcr.jsp	
  

World	
  Health	
  OrganisaIon	
  (WHO):	
  
•  Ethical	
  standards	
  and	
  procedures	
  for	
  research	
  with	
  human	
  beings	
  

–  hKp://www.who.int/ethics/research/en/	
  

BriIsh	
  Psychological	
  Society:	
  
•  Code	
  of	
  Human	
  Research	
  Ethics	
  

hKp://www.bps.org.uk/sites/default/files/documents/code_of_human_	
  
research_ethics.pdf	
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Research	
  Governance	
  and	
  Ethics	
  

•  Research	
  Governance	
  is:	
  
–  the	
  regula2on,	
  monitoring	
  and	
  quality	
  assurance	
  of	
  research	
  
on	
  human	
  beings	
  
•  and	
  includes	
  appropriate	
  legisla2on	
  and	
  procedures	
  that	
  
impact	
  upon:	
  
– universi2es,	
  the	
  Health	
  Services	
  and	
  other	
  bodies	
  

•  There	
  are	
  increasing	
  demands	
  from	
  funding	
  bodies	
  and	
  others	
  
upon	
  researchers	
  to	
  be	
  able	
  to	
  demonstrate	
  that	
  their	
  research	
  is	
  
subjected	
  to	
  appropriate	
  scru2ny	
  and	
  monitoring	
  
–  So	
  we	
  need	
  to	
  familiarise	
  ourselves	
  with	
  this	
  environment	
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•  Research	
  governance	
  mechanisms	
  are	
  used	
  for	
  
managing	
  certain	
  parts	
  of	
  the	
  research	
  process	
  	
  
–  helps	
  to	
  ensure	
  that	
  each	
  research	
  project:	
  

•  has	
  been	
  well	
  designed	
  and	
  
•  is	
  properly	
  conducted	
  in	
  terms	
  of	
  its:	
  

– viability	
  
–  science	
  
– ethics	
  
–  recruitment	
  
–  repor2ng	
  	
  

v  Try	
  to	
  adopt	
  a	
  holisIc	
  approach	
  to	
  research	
  
governance	
  

Research:	
  	
  Design	
  and	
  Conduct	
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Why	
  Research	
  Governance?	
  	
  
It’s	
  all	
  about	
  people	
  …	
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Why	
  Research	
  Governance?	
  	
  
•  safeguarding	
  the	
  public	
  

–  by	
  enhancing	
  ethical	
  and	
  scien2fic	
  quality	
  
–  promo2ng	
  good	
  prac2ce	
  
–  reducing	
  adverse	
  incidents	
  
–  ensuring	
  that	
  lessons	
  are	
  learned	
  
–  preven2ng	
  poor	
  performance	
  

and	
  misconduct	
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Why	
  Research	
  Governance?	
  	
  
•  Increasingly,	
  journals	
  will	
  accept	
  

papers	
  in	
  areas	
  of	
  human	
  research	
  
only	
  if	
  evidence	
  can	
  be	
  shown	
  that	
  
the	
  research	
  has	
  been	
  assessed	
  by	
  
an	
  ethics	
  commiKee	
  or	
  equivalent	
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•  Many	
  funding	
  
organisa2ons	
  have	
  
also	
  implemented	
  
policies	
  on	
  
research	
  ethics	
  



In	
  PracIce	
  …	
  
•  The	
  climate	
  in	
  human	
  subjects	
  research	
  has	
  become	
  more	
  restric2ve	
  

–  eg,	
  recent	
  European	
  legisla2on	
  places	
  2ght	
  controls	
  on	
  the	
  
conduct	
  of	
  clinical	
  trials	
  of	
  inves2ga2ve	
  medicinal	
  products	
  (IMPs)	
  	
  

–  This	
  and	
  similar	
  legisla2on	
  has	
  effects	
  on	
  research	
  in	
  all	
  areas	
  of	
  
health	
  care	
  and,	
  by	
  associa2on,	
  social	
  care	
  	
  

eg,	
  any	
  research	
  involving	
  pa2ents	
  or	
  
clients	
  of	
  the	
  Health	
  and	
  Social	
  Care	
  
sector	
  must	
  go	
  through	
  detailed	
  and	
  
some2mes	
  lengthy	
  review	
  and	
  approval	
  
processes	
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Human	
  Tissue	
  

•  any	
  organisa2on	
  that	
  wishes	
  to	
  store	
  
human	
  2ssues	
  (including	
  blood	
  or	
  
any	
  other	
  body	
  fluid	
  that	
  may	
  
contain	
  a	
  human	
  cell)	
  for	
  research	
  
purposes	
  must	
  be	
  licensed	
  and	
  
comply	
  with	
  strict	
  monitoring	
  and	
  
quality	
  assurance	
  measures	
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When	
  things	
  go	
  wrong	
  …	
  
•  Li2ga2on	
  and	
  damages	
  claims	
  have	
  a	
  

higher	
  profile	
  than	
  ever	
  before	
  
–  impacts	
  on	
  reputa2on	
  	
  
–  and	
  future	
  insurance	
  provision	
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•  Research	
  misconduct	
  
may	
  result	
  
v we	
  need	
  to	
  follow	
  

policies	
  on	
  good	
  
research	
  conduct	
  
and	
  integrity	
  

	
  



Your	
  Legacy	
  …	
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Your	
  Legacy	
  …	
  

13	
  



Research	
  Ethics	
  –	
  Issues	
  to	
  Address	
  

Some	
  basic	
  general	
  principles:	
  	
  

•  the	
  research	
  should	
  not	
  have	
  the	
  intent	
  or	
  obvious	
  capacity	
  	
  
to	
  cause	
  injury	
  or	
  other	
  (psychological,	
  emo2onal)	
  harm	
  

•  people	
  should	
  not	
  be	
  coerced	
  or	
  falsely	
  led	
  into	
  taking	
  part	
  

•  consent	
  or	
  appropriate	
  permission	
  must	
  be	
  obtained	
  before	
  
using	
  individuals’	
  personal	
  details	
  or	
  2ssues	
  

•  all	
  relevant	
  informa2on	
  –	
  including	
  any	
  risks	
  or	
  
disadvantages	
  –	
  should	
  be	
  made	
  clear	
  in	
  advance	
  to	
  
poten2al	
  par2cipants	
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Principles	
  and	
  ConsideraIons	
  for	
  Ethics	
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Par2cipants	
  

Jus2ce	
  

Dignity	
  

Confiden2ality	
  

Privacy	
  

Researchers	
  

Integrity	
  

Non-­‐
Maleficience	
  

Autonomy	
  

Beneficence	
  Honesty	
  

Responsibility	
  

Competence	
  



Planning	
  your	
  Project	
  -­‐	
  Background	
  &	
  RaIonale	
  

•  Is	
  your	
  research	
  aimed	
  at	
  addressing	
  a	
  significant	
  problem	
  where	
  the	
  
inves2ga2on	
  will	
  benefit	
  others?	
  

•  Is	
  it	
  worth	
  spending	
  public/funder’s	
  money?	
  
•  Have	
  you	
  completed	
  a	
  thorough	
  literature	
  review	
  to	
  ensure	
  that	
  the	
  

work	
  has	
  not	
  been	
  done	
  already	
  by	
  other	
  studies?	
  
•  Is	
  it	
  ethical	
  to	
  carry	
  out	
  a	
  study	
  if	
  very	
  similar	
  work	
  has	
  been	
  done	
  

before?	
  
–  you	
  may	
  be	
  confirming,	
  extending	
  ,or	
  refu4ng	
  previous	
  findings	
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Responsibility	
   Competence	
   Non-­‐
Maleficience	
   Beneficence	
  



Planning	
  your	
  Project	
  –	
  Risks	
  &	
  Purpose	
  

•  Could	
  your	
  project	
  expose	
  the	
  par2cipants	
  to	
  an	
  unacceptable	
  
risk,	
  invasion	
  of	
  privacy,	
  or	
  loss	
  of	
  dignity?	
  

–  harm	
  could	
  be	
  physical,	
  psychological,	
  social,	
  economic,	
  legal	
  

•  Can	
  you	
  explain	
  the	
  purpose	
  of	
  the	
  study	
  clearly	
  to	
  par2cipants?	
  

•  Do	
  you	
  have	
  the	
  exper2se	
  to	
  conduct	
  your	
  project?	
  

–  	
   Would	
  a	
  pilot	
  study	
  be	
  advisable?	
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Non-­‐
Maleficience	
   Beneficiance	
   Honesty	
   Competence	
   Confiden2ality	
  Privacy	
  



Planning	
  your	
  Project	
  –	
  Recruitment	
  

•  Will	
  any	
  of	
  your	
  par2cipants	
  be	
  from	
  a	
  vulnerable	
  group?	
  
–  Children	
  /	
  Adolescents	
  
–  The	
  elderly	
  
–  People	
  in	
  a	
  subordinate	
  posi2on	
  to	
  the	
  researchers	
  
–  People	
  with	
  impairments	
  
–  Dependents	
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Jus2ce	
   Dignity	
   Autonomy	
  



Planning	
  your	
  Project	
  –	
  Informed	
  Consent	
  

•  Who	
  are	
  the	
  researchers?	
  (also	
  provide	
  their	
  contact	
  informa2on)	
  

•  Who	
  is	
  sponsoring	
  the	
  research?	
  

–  Is	
  there	
  a	
  commercial	
  interest/beneficiary?	
  

•  How	
  were	
  the	
  par2cipants	
  selected?	
  

•  Can	
  you	
  give	
  assurance	
  that	
  their	
  par2cipa2on	
  is	
  voluntary?	
  

•  Can	
  they	
  withdraw	
  from	
  the	
  study	
  at	
  any	
  2me?	
  

•  What	
  is	
  the	
  extent	
  and	
  nature	
  of	
  the	
  par2cipants’	
  involvement?	
  

•  How	
  will	
  you	
  ensure	
  par2cipant	
  confiden2ality?	
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Competence	
   Integrity	
   Responsibility	
   Honesty	
  



Planning	
  your	
  Project	
  –	
  Data	
  CollecIon,	
  
Analysis	
  and	
  DisseminaIon	
  
•  How	
  will	
  you	
  monitor	
  the	
  collec2on	
  of	
  data	
  and	
  management	
  of	
  

informa2on?	
  

•  How	
  will	
  you	
  protect	
  the	
  anonymity	
  of	
  par2cipants?	
  

•  How	
  will	
  you	
  analyse	
  the	
  data?	
  

–  Do	
  you	
  have	
  the	
  experience/exper2se?	
  
•  For	
  how	
  long	
  will	
  you	
  keep	
  the	
  data	
  once	
  analysed?	
  

•  Where	
  and	
  how	
  will	
  you	
  store	
  the	
  data	
  securely?	
  

•  When	
  and	
  where	
  will	
  you	
  publish	
  your	
  research	
  findings?	
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Competence	
   Integrity	
   Responsibility	
   Honesty	
  



Providing	
  a	
  Research	
  Protocol	
  
•  Main	
  Research	
  QuesIon	
  
•  Project	
  Background	
  
•  Aim	
  &	
  ObjecIves	
  
•  Design	
  
•  Methods	
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v  Sample	
  size	
  
v  Recruitment	
  and	
  Consent	
  	
  	
  
v  Inclusion	
  /	
  exclusion	
  Criteria	
  
v  Data	
  Collec2on	
  
v  Data	
  Protec2on	
  &	
  Security	
  
v  Data	
  Analysis	
  



•  Ethical	
  review	
  is	
  a	
  central	
  part	
  of	
  research	
  governance	
  structures	
  in	
  
na2onal	
  	
  health	
  services,	
  the	
  health	
  and	
  social	
  care	
  sector,	
  and	
  
universi2es	
  and	
  research	
  ins2tu2ons	
  

•  Ethical	
  review	
  is	
  usually	
  conducted	
  ini2ally	
  by	
  the	
  ins2tu2on	
  carrying	
  
out	
  the	
  research	
  
–  this	
  usually	
  involves	
  research	
  ethics	
  commiKees	
  (eg,	
  at	
  
departmental	
  and	
  ins2tu2onal	
  levels)	
  	
  

•  Further	
  assessment	
  may	
  be	
  needed	
  by	
  a	
  statutory	
  ethics	
  commiKee	
  
outside	
  the	
  ins2tu2on	
  
–  eg,	
  the	
  research	
  involves	
  pa2ents	
  of	
  a	
  na2onal	
  health	
  service	
  

•  Research	
  Ethics	
  Commiaees	
  are	
  convened	
  to	
  provide	
  independent	
  
advice	
  to	
  par2cipants,	
  researchers,	
  funders,	
  sponsors,	
  employers,	
  care	
  
organisa2ons	
  and	
  professionals	
  on	
  the	
  extent	
  to	
  which	
  proposals	
  for	
  
research	
  studies	
  comply	
  with	
  recognised	
  ethical	
  standards	
  
(Central	
  Office	
  for	
  Research	
  Ethics	
  Commi@ees	
  (COREC)	
  -­‐	
  www.corec.ac.uk)	
  

Ethical	
  Review	
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Stages	
  (one,	
  two,	
  or	
  all	
  three	
  may	
  be	
  required)	
  

Departmental 
Ethics 

Committee	
  

Statutory 
Ethics 

Committee	
  

Ethics	
  Commiaee	
  Hierarchy	
  

Institutional 
Ethics 

Committee	
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Research	
  Categories	
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Research	
  Categories	
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Ethical	
  Review	
  Processes	
  
Category	
  A,	
  B	
  and	
  D	
  research:	
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Ethical	
  Review	
  Processes	
  

27	
  

Category	
  C	
  research:	
  



When	
  is	
  Ethical	
  Approval	
  Not	
  Required?	
  

•  Market	
  research	
  	
  
•  Low	
  impact	
  ques2onnaire	
  surveys	
  

–  eg,	
  opinion	
  polls	
  	
  
•  Management	
  studies	
  or	
  organisa2onal	
  surveys	
  

–  eg,	
  in	
  a	
  retail	
  environment	
  
•  Analysis	
  of	
  some	
  types	
  of	
  exis2ng	
  anonymised	
  data	
  

–  eg,	
  audit	
  
•  Analysis	
  of	
  certain	
  informa2on	
  for	
  which	
  consent	
  has	
  already	
  

been	
  given	
  
–  eg,	
  edited	
  electoral	
  roll	
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Case	
  Studies	
  

•  Research	
  Ethics	
  
ApplicaIon	
  Forms	
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Case	
  Studies	
  

•  Research	
  
Ethics	
  
ParIcipant	
  
InformaIon	
  
Sheets	
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