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In	
  the	
  beginning	
  there	
  was...	
  
 



 
The	
  EQUATOR	
  Team	
  



 
Now	
  nearly	
  300	
  repor1ng	
  guidelines	
  
But	
  don’t	
  panic!	
  



Pre-­‐CONSORT	
  



ARRIVE	
  
Animal	
  research	
  

A	
  Cau1onary	
  Tale	
  Tail	
  
July	
  2015:	
  Systema1c	
  review	
  of	
  animal	
  studies	
  on	
  new	
  vaccine	
  for	
  
TB	
  raises	
  ques1ons	
  about	
  the	
  evidence	
  jus1fying	
  trials	
  in	
  children	
  

Eight	
  small	
  studies	
  (192	
  animals),	
  low	
  quality,	
  poorly	
  reported	
  
The	
  review	
  gave	
  no	
  evidence	
  to	
  support	
  the	
  effec1veness	
  of	
  

the	
  vaccine	
  	
  
Largest	
  animal	
  trial	
  with	
  the	
  longest	
  follow-­‐up	
  published	
  a	
  year	
  

a_er	
  recruitment	
  to	
  the	
  trial	
  in	
  children	
  had	
  started	
  	
  
Five	
  of	
  the	
  six	
  monkeys	
  in	
  the	
  vaccine	
  group	
  died	
  compared	
  

with	
  two	
  of	
  the	
  six	
  monkeys	
  in	
  the	
  control	
  group.	
  
Trial	
  report	
  did	
  not	
  include	
  the	
  name	
  of	
  the	
  vaccine	
  in	
  the	
  1tle	
  

or	
  the	
  abstract	
  	
  
 



 
ClinPK	
  
Pharmacokine0c	
  &	
  	
  
pharmacodynamic	
  studies	
  

Only	
  one	
  review	
  of	
  pharmacokine1c	
  studies	
  
has	
  ever	
  been	
  done	
  

	
  
●  An1bio1cs	
  in	
  pa1ents	
  with	
  sepsis	
  receiving	
  

con1nuous	
  renal	
  replacement	
  therapy	
  
	
  

●  None	
  of	
  the	
  trials	
  iden1fied	
  reported	
  all	
  the	
  criteria	
  
deemed	
  essen1al	
  for	
  readers	
  to	
  adequately	
  interpret	
  
the	
  results.	
  	
  

	
  
●  Basic	
  pharmacokine1c	
  parameters	
  were	
  reported	
  in	
  

only	
  80	
  %	
  of	
  studies	
  
	
  
Would	
  be	
  helpful	
  therefore	
  to	
  publish	
  the	
  guideline	
  in	
  an	
  
open	
  access	
  journal...	
  

Hot	
  off	
  the	
  
press!	
  

	
  



GNOSIS	
  
Phase	
  1	
  and	
  2	
  (some0mes	
  3)	
  	
  
trials	
  	
  
The	
  GNOSIS	
  checklists	
  can	
  be	
  adapted	
  

for	
  other	
  clinical	
  fields	
  	
  
	
  
Incomplete,	
  unclear,	
  or	
  inaccurate	
  design,	
  
interpreta1on,	
  and	
  repor1ng	
  of	
  the	
  results	
  from	
  
these	
  vital	
  early	
  phase	
  trials	
  can	
  hamper	
  1mely	
  
drug	
  development	
  and	
  lead	
  to	
  erroneous	
  
conclusions	
  as	
  to	
  efficacy	
  	
  

Mariani	
  and	
  Marubini,	
  2000	
  
	
  

	
  

	
  
	
  
	
  



CONSORT	
  
extensions	
  



 
 
 
 
CONSORT	
  extensions	
  
Randomized	
  trials	
  

Ten	
  official	
  CONSORT	
  EXTENSIONS	
  



CONSORT	
  
Noninferiority	
  &	
  equivalence	
  studies	
  

Drama1c	
  increase	
  in	
  frequency	
  of	
  this	
  study	
  
design	
  since	
  2000	
  

●  Enough	
  detail	
  about	
  the	
  par1cipants,	
  the	
  
reference	
  treatment,	
  and	
  outcomes	
  to	
  know	
  if	
  
they	
  are	
  similar	
  to	
  the	
  trials	
  which	
  ini1ally	
  
established	
  the	
  efficacy	
  of	
  the	
  reference	
  
treatment	
  

●  Checklist	
  extends	
  CONSORT	
  guidance	
  for	
  
abstracts,	
  objec1ves,	
  outcomes,	
  and	
  
interpreta1on	
  and	
  more	
  

●  Examples	
  of	
  good	
  repor1ng	
  prac1ce	
  	
  

	
  



 
CONSORT	
  NPI	
  
Non-­‐pharmacological	
  interven0ons  

Clinical	
  research	
  ac1vi1es	
  have	
  taken	
  a	
  low	
  
profile	
  in	
  the	
  medical	
  devices	
  industry.	
  	
  	
  

The	
  need	
  for	
  good	
  quality	
  clinical	
  research	
  within	
  this	
  
industry	
  will	
  only	
  increase.	
  

Guidelines	
  address	
  difficul1es	
  in	
  blinding	
  and	
  
complexity	
  of	
  non-­‐pharm	
  interven1ons	
  

Covers	
  repor1ng	
  details	
  about	
  how	
  interven1on	
  was	
  
standardised	
  

Extra	
  box	
  in	
  flow	
  chart	
  rela1ng	
  to	
  care	
  providers	
  
Need	
  to	
  report	
  differences	
  in	
  intended	
  

implementa1on	
  to	
  what	
  actually	
  happened	
  	
  



 
 
TIDieR	
  	
  
Interven0ons	
  

David Moher, METRICS 
Conference, Stanford CA 
20 November 2015 

Extension to 
CONSORT 
item 5 



CONSORT	
  
Harms	
  data	
  	
  

Guideline	
  extends	
  ten	
  CONSORT	
  checklist	
  items	
  	
  

Use	
  term	
  “harms”,	
  not	
  “safety”	
  

Explain	
  use	
  of	
  non-­‐standard	
  measurement	
  instruments	
  	
  

Dis1nguish	
  between	
  expected	
  and	
  unexpected	
  adverse	
  
events	
  

How	
  was	
  harms-­‐related	
  informa1on	
  collected?	
  	
  Observed	
  or	
  
ac1vely	
  collected?	
  

Timing	
  of	
  surveillance,	
  handling	
  of	
  recurrent	
  events	
  

Were	
  dropouts	
  anributed	
  to	
  harms	
  or	
  lack	
  of	
  efficacy?	
  

 

 



TREND	
  
Nonrandomised	
  	
  
evalua0ons	
  

Came	
  from	
  the	
  need	
  to	
  conduct	
  systema1c	
  
reviews	
  and	
  meta-­‐analysis	
  -­‐	
  ini1ally	
  in	
  the	
  

field	
  of	
  HIV	
  research	
  
	
  

●  Usually	
  applied	
  to	
  interven1ons	
  being	
  evaluated	
  in	
  
seongs	
  where	
  randomisa1on	
  is	
  either	
  not	
  ethical	
  
or	
  prac1cal	
  	
  	
  

	
  
●  Emphasises	
  the	
  need	
  to	
  report	
  the	
  theore,cal	
  

framework	
  used	
  to	
  interpret	
  the	
  evalua1on	
  data	
  
	
  

●  Allows	
  assessment	
  of	
  the	
  likelihood	
  that	
  an	
  
interven1on	
  “caused”	
  an	
  outcome	
  in	
  the	
  absence	
  
of	
  a	
  control	
  group	
  created	
  by	
  randomiza1on.	
     

 
 



CHEERS	
  
Economic	
  evalua0ons	
  

●  1995:	
  BMJ	
  set	
  up	
  a	
  working	
  party	
  to	
  improve	
  
the	
  quality	
  of	
  economic	
  ar1cles	
  	
  

●  1996:	
  BMJ	
  published	
  a	
  guideline	
  for	
  authors	
  
and	
  peer	
  reviewers	
  -­‐	
  BMJ	
  EE	
  

●  2013:	
  The	
  Interna1onal	
  Society	
  for	
  
Pharmacoeconomics	
  and	
  Outcomes	
  Research	
  
Good	
  Prac1ces	
  Task	
  Force	
  published	
  the	
  
Consolidated	
  Health	
  Economic	
  Evalua1on	
  
Repor1ng	
  Standards	
  (CHEERS)	
  

●  CHEERS	
  Statement	
  checklist	
  format	
  is	
  based	
  on	
  
the	
  format	
  of	
  the	
  CONSORT	
  statement	
  
checklist	
  	
  



Beyond	
  
CONSORT	
  



 
 
 
STROBE	
  
Observa0onal	
  studies	
  

Covers	
  three	
  main	
  observa1onal	
  study	
  
designs:	
  

Cohort	
  
Case-­‐control	
  
Cross-­‐sec1onal	
  

Most	
  important	
  items	
  to	
  report	
  fully	
  and	
  
transparently	
  is	
  confounding	
  factors	
  and	
  sources	
  of	
  
bias	
  (popula1on	
  characteris1cs,	
  sample	
  selec1on	
  
etc.)	
  which	
  are	
  bener-­‐controlled	
  in	
  RCTs	
  
Use	
  a	
  par1cipant	
  flow	
  diagram	
  
NB:	
  Documents,	
  checklists	
  and	
  extensions	
  all	
  on	
  
EQUATOR	
  site	
  as	
  STROBE	
  website	
  no	
  longer	
  being	
  
updated	
  	
  
	
  
	
  
	
  
	
  
	
  
	
  
	
  

Most	
  famous	
  “post-­‐marke1ng”	
  
case-­‐control	
  study	
  discovered	
  the	
  
likely	
  link	
  between	
  smoking	
  and	
  
lung	
  cancer	
  in	
  1950,	
  and	
  proved	
  it	
  
by	
  1956	
  with	
  a	
  cohort	
  study	
  of	
  
40,000	
  Bri1sh	
  Doctors	
  



 
 
 
RECORD	
  (extension	
  to	
  STROBE)	
  
Observa0onal	
  studies	
  using	
  
rou0nely	
  collected	
  health	
  data	
  

●  health	
  administra1ve	
  
data	
  

●  electronic	
  medical	
  
record	
  data	
  

●  primary	
  care	
  
surveillance	
  data	
  	
  

●  disease	
  registries	
  
●  company	
  registries	
  



CARE	
  
Generic	
  case	
  reports	
  



	
  
Adverse	
  event	
  case	
  reports	
  



RATS,	
  COREQ	
  and	
  SRQR	
  
Qualita0ve	
  studies	
  

2003:	
  RATS	
  guidelines	
  
●  Can	
  be	
  accessed	
  via	
  SpringerOpen	
  

instruc1ons	
  to	
  authors	
  

2007:	
  COnsolidated	
  Criteria	
  for	
  
REpor1ng	
  Qualita1ve	
  Studies	
  
●  Focus	
  groups	
  and	
  interviews	
  	
  
●  Pa1ent/consumer	
  opinions,	
  priori1es,	
  

barriers,	
  expecta1ons,	
  needs	
  

2014:	
  Standards	
  for	
  Repor1ng	
  
Qualita1ve	
  Research	
  

Generic	
  
Recent	
  examples	
  of	
  reports	
  

	
  

 



Way	
  beyond	
  
CONSORT	
  



 
PRISMA	
  
Systema0c	
  reviews	
  and	
  meta-­‐analyses	
  

Covers	
  repor1ng	
  systema1c	
  reviews	
  of	
  
all	
  health	
  care	
  evalua1on	
  study	
  designs	
  
	
  
●  Includes	
  guidance	
  on	
  repor1ng	
  

○  Search	
  strategy	
  
○  Protocol	
  (PRISMA-­‐P)	
  
○  Flow	
  diagram	
  

●  Endorsed	
  by	
  	
  
○  200	
  journals	
  
○  Cochrane	
  
○  Council	
  of	
  Science	
  Editors	
  



RAMESES	
  
Qualita0ve	
  (realist)	
  reviews	
  	
  



In	
  the	
  pipeline...	
  

●  StaRI:	
  Standards	
  for	
  Repor1ng	
  
Phase	
  IV	
  implementa1on	
  studies	
  
with	
  a	
  comparator	
  group	
  

	
  
●  CONSORT	
  extension	
  for	
  stepped	
  

wedge	
  cluster	
  randomised	
  trials	
  
	
  
●  PRISMA	
  Harms	
  -­‐	
  repor1ng	
  harms	
  

in	
  systema1c	
  reviews	
  



 
EQUATOR	
  Library	
  of	
  repor1ng	
  guidelines	
  

Search	
  by	
  
	
  

●  Study	
  type:	
  eg.	
  experimental,	
  observa1onal,	
  
qualita1ve,	
  economic	
  evalua1on...	
  

	
  
●  Clinical	
  area:	
  eg.	
  cardiovascular,	
  oncology,	
  

haematology,	
  pharmaceu1cal	
  medicine...	
  
	
  

●  Sec1on	
  of	
  report:	
  eg.	
  sta1s1cal	
  methods,	
  
biospecimen/bioresource	
  informa1on,	
  
ethical	
  issues	
  	
  

	
  
Or	
  use	
  free	
  text	
  search	
  



 
Resources	
  for	
  writers	
  	
  
of	
  industry	
  sponsored	
  research	
  
hSp://www.equator-­‐network.org/	
  

Plus	
  general	
  guidance	
  and	
  training	
  
opportuni1es	
  for	
  writers	
  

Wri1ng	
  up	
  your	
  research	
  
Data	
  sharing,	
  repor1ng	
  data	
  
Addi1onal	
  guidance	
  for	
  industry	
  sponsored	
  research	
  
Ethical	
  guidelines	
  and	
  considera1ons	
  
Publishers’	
  resources	
  for	
  authors	
  
Reviewing	
  research	
  ar1cles	
  
Communica1ng	
  research	
  to	
  the	
  media	
  
Training	
  opportuni1es	
  

	
  



 
	
  
New	
  tools	
  for	
  writers	
  
Study	
  design	
  wizard	
  
www.peneloperesearch.com/equatorwizard	
  



 
Educa1on	
  and	
  training	
  
UK	
  EQUATOR	
  Centre	
  Publica0on	
  School	
  

Publica1on	
  School	
  2016	
  
27	
  June-­‐1	
  July	
  

St	
  Catherine’s	
  College,	
  Oxford	
  
Registra1on	
  opening	
  soon	
  

	
  
Let	
  me	
  know	
  if	
  you	
  want	
  to	
  go	
  on	
  
the	
  email	
  list	
  for	
  priority	
  booking	
  

caroline.struthers@csm.ox.ac.uk	
  	
  
	
  

 

Class of 2015 



Take	
  home	
  messages	
  from	
  
	
  

●  Help	
  keep	
  this	
  smile	
  on	
  Doug’s	
  face	
  
●  Report,	
  publish	
  and/or	
  share	
  	
  

○  everything	
  that	
  was	
  done	
  	
  
○  everything	
  that	
  was	
  found	
  

●  Cite	
  repor1ng	
  guidelines	
  in	
  your	
  	
  
	
  reference	
  list	
  

●  Repor1ng	
  guidelines	
  	
  keep	
  systema1c	
  
reviewers	
  at	
  bay	
  -­‐	
  good	
  for	
  your	
  clients!	
  

● What	
  you	
  write	
  will	
  contribute	
  to	
  the	
  big	
  
picture	
  and	
  improve	
  healthcare	
  for	
  all	
  



Thank	
  you!	
  	
  Any	
  ques1ons?	
  


