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Scope of PRISMA

PRISMA focuses on ways in which authors can ensure the
transparent and complete reporting of systematic reviews and
meta-analyses. It does not address directly or in a detailed manner
the conduct of systematic reviews, for which other guides are
available [13,14,15,16].

We developed the PRISMA Statement and this explanatory
document to help authors report a wide array of systematic
reviews to assess the benefits and harms of a health care
intervention. We consider most of the checklist items relevant
when reporting systematic reviews of non-randomized studies
assessing the benefits and harms of interventions. However, we
recognize that authors who address questions relating to
etiology, diagnosis, or prognosis, for example, and who review
epidemiological or diagnostic accuracy studies may need to
modify or incorporate additional items for their systematic
reviews.

How To Use This Paper

We modeled this Explanation and Elaboration document after
those prepared for other reporting guidelines [17,18,19]. To
maximize the benefit of this document, we encourage people to
read it in conjunction with the PRISMA Statement [11].

We present each checklist item and follow it with a published
exemplar of good reporting for that item. (We edited some

examples by removing citations or Web addresses, or by spelling
out abbreviations.) We then explain the pertinent issue, the
rationale for including the item, and relevant evidence from the
literature, whenever possible. No systematic search was carried out
to identify exemplars and evidence. We also include seven Boxes
that provide a more comprehensive explanation of certain
thematic aspects of the methodology and conduct of systematic
reviews.

Although we focus on a minimal list of items to consider when
reporting a systematic review, we indicate places where additional
information is desirable to improve transparency of the review
process. We present the items numerically from 1 to 27; however,
authors need not address items in this particular order in their
reports. Rather, what is important is that the information for each
item is given somewhere within the report.

The PRISMA Checklist

TITLE and ABSTRACT
Item 1: TITLE. Identify the report as a systematic review,

meta-analysis, or both.

Examples. ‘‘Recurrence rates of video-assisted thoraco-

scopic versus open surgery in the prevention of recurrent

pneumothoraces: a systematic review of randomised and

non-randomised trials’’ [20]

Figure 1. Flow of information through the different phases of a systematic review.
doi:10.1371/journal.pmed.1000100.g001

PLoS Medicine | www.plosmedicine.org 4 July 2009 | Volume 6 | Issue 7 | e1000100

a review. Thus, authors should unambiguously specify eligibility
criteria used in the review. Carefully defined eligibility criteria
inform various steps of the review methodology. They influence
the development of the search strategy and serve to ensure that
studies are selected in a systematic and unbiased manner.

A study may be described in multiple reports, and one report may
describe multiple studies. Therefore, we separate eligibility criteria
into the following two components: study characteristics and report
characteristics. Both need to be reported. Study eligibility criteria
are likely to include the populations, interventions, comparators,
outcomes, and study designs of interest (PICOS; see Box 2), as well
as other study-specific elements, such as specifying a minimum
length of follow-up. Authors should state whether studies will be
excluded because they do not include (or report) specific outcomes
to help readers ascertain whether the systematic review may be
biased as a consequence of selective reporting [42,43].

Report eligibility criteria are likely to include language of
publication, publication status (e.g., inclusion of unpublished
material and abstracts), and year of publication. Inclusion or not of
non-English language literature [51,52,53,54,55], unpublished
data, or older data can influence the effect estimates in meta-
analyses [56,57,58,59]. Caution may need to be exercised in
including all identified studies due to potential differences in the
risk of bias such as, for example, selective reporting in abstracts
[60,61,62].

Item 7: INFORMATION SOURCES. Describe all
information sources in the search (e.g., databases with dates of
coverage, contact with study authors to identify additional studies)
and date last searched.

Example. ‘‘Studies were identified by searching electronic

databases, scanning reference lists of articles and consulta-

tion with experts in the field and drug companies…No limits

were applied for language and foreign papers were

translated. This search was applied to Medline (1966–

Present), CancerLit (1975–Present), and adapted for Embase

(1980–Present), Science Citation Index Expanded (1981–

Present) and Pre-Medline electronic databases. Cochrane

and DARE (Database of Abstracts of Reviews of Effective-

ness) databases were reviewed…The last search was run on

19 June 2001. In addition, we handsearched contents pages

of Journal of Clinical Oncology 2001, European Journal of

Cancer 2001 and Bone 2001, together with abstracts printed

in these journals 1999–2001. A limited update literature

search was performed from 19 June 2001 to 31 December

2003.’’ [63]

Explanation. The National Library of Medicine’s
MEDLINE database is one of the most comprehensive sources
of health care information in the world. Like any database,
however, its coverage is not complete and varies according to the
field. Retrieval from any single database, even by an experienced
searcher, may be imperfect, which is why detailed reporting is
important within the systematic review.

At a minimum, for each database searched, authors should
report the database, platform, or provider (e.g., Ovid, Dialog,
PubMed) and the start and end dates for the search of each
database. This information lets readers assess the currency of the
review, which is important because the publication time-lag
outdates the results of some reviews [64]. This information should
also make updating more efficient [65]. Authors should also report
who developed and conducted the search [66].

In addition to searching databases, authors should report the
use of supplementary approaches to identify studies, such as hand
searching of journals, checking reference lists, searching trials
registries or regulatory agency Web sites [67], contacting
manufacturers, or contacting authors. Authors should also report
if they attempted to acquire any missing information (e.g., on study
methods or results) from investigators or sponsors; it is useful to
describe briefly who was contacted and what unpublished
information was obtained.

Item 8: SEARCH. Present the full electronic search strategy
for at least one major database, including any limits used, such that
it could be repeated.

Examples. In text: ‘‘We used the following search terms to

search all trials registers and databases: immunoglobulin*;
IVIG; sepsis; septic shock; septicaemia; and septicemia…’’
[68]

In appendix: ‘‘Search strategy: MEDLINE (OVID)

01. immunoglobulins/

02. immunoglobulin$.tw.

03. ivig.tw.

04. 1 or 2 or 3

05. sepsis/

06. sepsis.tw.

07. septic shock/

08. septic shock.tw.

09. septicemia/

10. septicaemia.tw.

11. septicemia.tw.

12. 5 or 6 or 7 or 8 or 9 or 10 or 11

13. 4 and 12

14. randomized controlled trials/

15. randomized-controlled-trial.pt.

16. controlled-clinical-trial.pt.

17. random allocation/

18. double-blind method/

19. single-blind method/

20. 14 or 15 or 16 or 17 or 18 or 19

21. exp clinical trials/

22. clinical-trial.pt.

23. (clin$ adj trial$).ti,ab.

24. ((singl$ or doubl$ or trebl$ or tripl$) adj (blind$)).ti,ab.

25. placebos/

26. placebo$.ti,ab.

27. random$.ti,ab.

28. 21 or 22 or 23 or 24 or 25 or 26 or 27

29. research design/

30. comparative study/

31. exp evaluation studies/

32. follow-up studies/

33. prospective studies/

34. (control$ or prospective$ or volunteer$).ti,ab.

35. 30 or 31 or 32 or 33 or 34

36. 20 or 28 or 29 or 35

37. 13 and 36’’ [68]

Explanation. The search strategy is an essential part of the
report of any systematic review. Searches may be complicated and
iterative, particularly when reviewers search unfamiliar databases
or their review is addressing a broad or new topic. Perusing the
search strategy allows interested readers to assess the
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Bernard P, Carayol M, Gourlan M, Boiché J, Romain AJ, Bortolon C, Lareyre O, Ninot G (2017). Moderators of Theory-Based 
Interventions to Promote Physical Activity in 77 Randomized Controlled Trials. Health Education and Behavior, 44(2), 227-35.

77 articles included

1.531 identified publications

Motrial

148 résumés retenus

35 doublons identifiés et supprimés

Etudes exclues (textes) : 192
• Pas une intervention : 35 (18%) 
• Essai non randomisé :30 (16%)
• Ne mesure pas l’effet de l’intervention sur l’AP: 63 (33%)
• Intervention non ancrée théoriquement : 33 (17%)

• Protocole : 4 (2%)
• Autres : 27 (14%)

290 textes d’articles analysés

77 articles inclus

68 articles identifiés après consultation des 

revues de littérature existantes sur les modèles

828 articles identifiés sur PSYCHInfo

Etudes exclues (résumés) : 487
• Pas une intervention : 27 (6%) 
• Essai non randomisé : 25 (5%)
• Ne mesure pas l’effet de 

l’intervention sur l’AP: 84 (17%)
• Intervention non ancrée 

théoriquement : 226 (46%)

• Protocole : 36 (7%)
• Autre (e.g., mineurs): 89 (18%)

Etudes exclues (résumés) : 719
• Pas une intervention : 462 (64%)
• Essai non randomisé : 37 (5%)
• Ne mesure pas l’effet de 

l’intervention sur l’AP: 47 (7%)
• Intervention non ancrée 

théoriquement : 24 (3%)

• Protocole : 6 (1%)
• Autre (e.g., mineurs): 143 (20%)

Etudes exclues: 21
• Pas de mesure exploitable de la quantité d’AP: 21

98 articles correspondant aux critères

82 interventions incluses

635 articles identifiés sur PUBMED

109 résumés retenus

6 MONTHS
8 RESEARCHERS
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BACKGROUND
More than 670,000 total knee replacements are performed annually in the United 
States; however, high-quality evidence to support the effectiveness of the proce-
dure, as compared with nonsurgical interventions, is lacking.

METHODS
In this randomized, controlled trial, we enrolled 100 patients with moderate-to-
severe knee osteoarthritis who were eligible for unilateral total knee replacement. 
Patients were randomly assigned to undergo total knee replacement followed by 
12 weeks of nonsurgical treatment (total-knee-replacement group) or to receive 
only the 12 weeks of nonsurgical treatment (nonsurgical-treatment group), which 
was delivered by physiotherapists and dietitians and consisted of exercise, educa-
tion, dietary advice, use of insoles, and pain medication. The primary outcome was 
the change from baseline to 12 months in the mean score on four Knee Injury and 
Osteoarthritis Outcome Score subscales, covering pain, symptoms, activities of 
daily living, and quality of life (KOOS4); scores range from 0 (worst) to 100 (best).

RESULTS
A total of 95 patients completed the 12-month follow-up assessment. In the non-
surgical-treatment group, 13 patients (26%) underwent total knee replacement 
before the 12-month follow-up; in the total-knee-replacement group, 1 patient (2%) 
received only nonsurgical treatment. In the intention-to-treat analysis, the total-knee-
replacement group had greater improvement in the KOOS4 score than did the non-
surgical-treatment group (32.5 vs. 16.0; adjusted mean difference, 15.8 [95% confi-
dence interval, 10.0 to 21.5]). The total-knee-replacement group had a higher number 
of serious adverse events than did the nonsurgical-treatment group (24 vs. 6, P = 0.005).

CONCLUSIONS
In patients with knee osteoarthritis who were eligible for unilateral total knee re-
placement, treatment with total knee replacement followed by nonsurgical treatment 
resulted in greater pain relief and functional improvement after 12 months than did 
nonsurgical treatment alone. However, total knee replacement was associated with 
a higher number of serious adverse events than was nonsurgical treatment, and 
most patients who were assigned to receive nonsurgical treatment alone did not 
undergo total knee replacement before the 12-month follow-up. (Funded by the Obel 
Family Foundation and others; MEDIC ClinicalTrials.gov number, NCT01410409.)

a bs tr ac t

A Randomized, Controlled Trial of Total Knee Replacement
Søren T. Skou, P.T., Ph.D., Ewa M. Roos, P.T., Ph.D., Mogens B. Laursen, M.D., Ph.D., 

Michael S. Rathleff, P.T., Ph.D., Lars Arendt-Nielsen, Ph.D., D.M.Sc., Ole Simonsen, M.D., D.M.Sc.,  
and Sten Rasmussen, M.D., Ph.D.  

The New England Journal of Medicine 
Downloaded from nejm.org on May 24, 2018. For personal use only. No other uses without permission. 

 Copyright © 2015 Massachusetts Medical Society. All rights reserved. 
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Total knee replacement plus physical and medical
therapy or treatment with physical and medical
therapy alone: a randomised controlled trial in
patients with knee osteoarthritis (the MEDIC-study)
Soren T Skou1,2,5*, Ewa M Roos3, Mogens B Laursen1, Michael S Rathleff1,4, Lars Arendt-Nielsen2,
Ole H Simonsen1 and Sten Rasmussen1,6

Abstract

Background: There is a lack of high quality evidence concerning the efficacy of total knee arthroplasty (TKA).
According to international evidence-based guidelines, treatment of knee osteoarthritis (KOA) should include patient
education, exercise and weight loss. Insoles and pharmacological treatment can be included as supplementary
treatments. If the combination of these non-surgical treatment modalities is ineffective, TKA may be indicated. The
purpose of this randomised controlled trial is to examine whether TKA provides further improvement in pain,
function and quality of life in addition to optimised non-surgical treatment in patients with KOA defined as definite
radiographic OA and up to moderate pain.

Methods/Design: The study will be conducted in The North Denmark Region. 100 participants with radiographic
KOA (K-L grade ≥2) and mean pain during the previous week of≤ 60 mm (0–100, best to worst scale) who are
considered eligible for TKA by an orthopaedic surgeon will be included. The treatment will consist of 12 weeks of
optimised non-surgical treatment consisting of patient education, exercise, diet, insoles, analgesics and/or NSAIDs.
Patients will be randomised to either receiving or not receiving a TKA in addition to the optimised non-surgical
treatment. The primary outcome will be the change from baseline to 12 months on the Knee Injury and
Osteoarthritis Outcome Score (KOOS)4 defined as the average score for the subscale scores for pain, symptoms,
activities of daily living, and quality of life. Secondary outcomes include the five individual KOOS subscale scores,
EQ-5D, pain on a 100 mm Visual Analogue Scale, self-efficacy, pain pressure thresholds, and isometric knee flexion
and knee extension strength.

Discussion: This is the first randomised controlled trial to investigate the efficacy of TKA as an adjunct treatment to
optimised non-surgical treatment in patients with KOA. The results will significantly contribute to evidence-based
recommendations for the treatment of patients with KOA.

Trial registration: Clinicaltrials.gov reference: NCT01410409

* Correspondence: sots@rn.dk
1Orthopaedic Surgery Research Unit, Aalborg Hospital, Aarhus University
Hospital, Aalborg, Denmark
2Department of Health Science and Technology, Centre for Sensory-Motor
Interaction, Aalborg University, Aalborg, Denmark
Full list of author information is available at the end of the article

© 2012 Skou et al.; licensee BioMed Central Ltd. This is an Open Access article distributed under the terms of the Creative
Commons Attribution License ( http://creativecommons.org/licenses/by/2.0), which permits unrestricted use, distribution, and
reproduction in any medium, provided the original work is properly cited.

Skou et al. BMC Musculoskeletal Disorders 2012, 13:67
http://www.biomedcentral.com/1471-2474/13/67
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BACKGROUND
More than 670,000 total knee replacements are performed annually in the United 
States; however, high-quality evidence to support the effectiveness of the proce-
dure, as compared with nonsurgical interventions, is lacking.

METHODS
In this randomized, controlled trial, we enrolled 100 patients with moderate-to-
severe knee osteoarthritis who were eligible for unilateral total knee replacement. 
Patients were randomly assigned to undergo total knee replacement followed by 
12 weeks of nonsurgical treatment (total-knee-replacement group) or to receive 
only the 12 weeks of nonsurgical treatment (nonsurgical-treatment group), which 
was delivered by physiotherapists and dietitians and consisted of exercise, educa-
tion, dietary advice, use of insoles, and pain medication. The primary outcome was 
the change from baseline to 12 months in the mean score on four Knee Injury and 
Osteoarthritis Outcome Score subscales, covering pain, symptoms, activities of 
daily living, and quality of life (KOOS4); scores range from 0 (worst) to 100 (best).

RESULTS
A total of 95 patients completed the 12-month follow-up assessment. In the non-
surgical-treatment group, 13 patients (26%) underwent total knee replacement 
before the 12-month follow-up; in the total-knee-replacement group, 1 patient (2%) 
received only nonsurgical treatment. In the intention-to-treat analysis, the total-knee-
replacement group had greater improvement in the KOOS4 score than did the non-
surgical-treatment group (32.5 vs. 16.0; adjusted mean difference, 15.8 [95% confi-
dence interval, 10.0 to 21.5]). The total-knee-replacement group had a higher number 
of serious adverse events than did the nonsurgical-treatment group (24 vs. 6, P = 0.005).

CONCLUSIONS
In patients with knee osteoarthritis who were eligible for unilateral total knee re-
placement, treatment with total knee replacement followed by nonsurgical treatment 
resulted in greater pain relief and functional improvement after 12 months than did 
nonsurgical treatment alone. However, total knee replacement was associated with 
a higher number of serious adverse events than was nonsurgical treatment, and 
most patients who were assigned to receive nonsurgical treatment alone did not 
undergo total knee replacement before the 12-month follow-up. (Funded by the Obel 
Family Foundation and others; MEDIC ClinicalTrials.gov number, NCT01410409.)
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Soren T Skou1,2,5*, Ewa M Roos3, Mogens B Laursen1, Michael S Rathleff1,4, Lars Arendt-Nielsen2,
Ole H Simonsen1 and Sten Rasmussen1,6

Abstract

Background: There is a lack of high quality evidence concerning the efficacy of total knee arthroplasty (TKA).
According to international evidence-based guidelines, treatment of knee osteoarthritis (KOA) should include patient
education, exercise and weight loss. Insoles and pharmacological treatment can be included as supplementary
treatments. If the combination of these non-surgical treatment modalities is ineffective, TKA may be indicated. The
purpose of this randomised controlled trial is to examine whether TKA provides further improvement in pain,
function and quality of life in addition to optimised non-surgical treatment in patients with KOA defined as definite
radiographic OA and up to moderate pain.

Methods/Design: The study will be conducted in The North Denmark Region. 100 participants with radiographic
KOA (K-L grade ≥2) and mean pain during the previous week of≤ 60 mm (0–100, best to worst scale) who are
considered eligible for TKA by an orthopaedic surgeon will be included. The treatment will consist of 12 weeks of
optimised non-surgical treatment consisting of patient education, exercise, diet, insoles, analgesics and/or NSAIDs.
Patients will be randomised to either receiving or not receiving a TKA in addition to the optimised non-surgical
treatment. The primary outcome will be the change from baseline to 12 months on the Knee Injury and
Osteoarthritis Outcome Score (KOOS)4 defined as the average score for the subscale scores for pain, symptoms,
activities of daily living, and quality of life. Secondary outcomes include the five individual KOOS subscale scores,
EQ-5D, pain on a 100 mm Visual Analogue Scale, self-efficacy, pain pressure thresholds, and isometric knee flexion
and knee extension strength.

Discussion: This is the first randomised controlled trial to investigate the efficacy of TKA as an adjunct treatment to
optimised non-surgical treatment in patients with KOA. The results will significantly contribute to evidence-based
recommendations for the treatment of patients with KOA.

Trial registration: Clinicaltrials.gov reference: NCT01410409
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1Orthopaedic Surgery Research Unit, Aalborg Hospital, Aarhus University
Hospital, Aalborg, Denmark
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Interaction, Aalborg University, Aalborg, Denmark
Full list of author information is available at the end of the article

© 2012 Skou et al.; licensee BioMed Central Ltd. This is an Open Access article distributed under the terms of the Creative
Commons Attribution License ( http://creativecommons.org/licenses/by/2.0), which permits unrestricted use, distribution, and
reproduction in any medium, provided the original work is properly cited.
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2012
Skou et al. (BMC Musculoskelet Disord) => Study Protocol

2015
Skou et al. (N Engl J Med) => Main Results corresponding to Declared Protocol
Skou et al. (J Orthop Sports Phys Ther) => Self-reported and objective correlates

2016
Skou et al. (Osteoarthritis Cartilage) => Pre-defined ancillary analysis
Skou et al. (N Engl J Med) => Comment
Skou et al. (Eur J Pain) => Clinical Pain

2018
Traumer et al. (Musculoskeletal Care) => Motives of patients
Arendt-Nielsen et al. (Eur J Pain) => Pain and sensitization
Skou et al. (Osteoarthritis Cartilage) => 2-year outcome

Trial Searches for Systematic Reviews are with Risks of Selection Bias



Motrial

Trial Searches for Systematic Reviews are with Risks of Selection Bias

Ioannidis et al. (PLOS Medicine, 2015)
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Protocols Database
ANSM
Chinese Clinical Trial Registry (ChiCTR)
ClinicalTrials
Cochrane Central Register of Controlled Trials
European Clinical Trials Register (Europe)
International Clinical Trials Registry Platform (ICTRP) - WHO
ISRCTN registry (BioMed Central, ltd.)
UMIN Clinical Trials Registry (UMIN-CTR)
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Results Database
AMED (Allied and Alternative Medicine Database)
CAIRN
CINAHL - Cumulative Index of Nursing and Allied Health Literature
Cochrane Library
EPPI-Centre
Literature in the Health Sciences in Latin America and the Caribbean 
OVID
OT Seeker (Occupational Therapy Systematic Evaluation of Evidence)
PEDro (Physiotherapy Evidence Database)
PMC
ProQuest Dialog™
PsycINFO
PubMed
Science Direct
Scopus
SPORTDiscus
Web of Science
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Results Japanese Database
JDMC

Results Chinese Database
CNKI 
Chinese Biomedical Literature (CBM)
Chinese Medical Current Content (CMCC)
VIP
WANFANG (China Online Journals)

studies, of which 114 had been published in the Chin-
ese language. Although Whiting and her colleagues
thoroughly searched 10 databases (inception to 2009)
without language restrictions and were able to include
151 studies (155 publications), only 5 of these were re-
ported in the Chinese language. In total, the two re-
views identified 269 unique studies. Surprisingly, only
four primary studies can be found in both reviews (Figure 1).
This discrepancy can be explained by the fact that Gao et
al. also searched CNKI, one of the largest Chinese biomed-
ical databases, while Whiting et al. did not.
The summary estimates of test accuracy generated by

the two meta-analyses were comparable. Gao et al. re-
ported a summary estimate of sensitivity of 65% (95%
confidence interval (CI) 65% to 66%) at a specificity of
95% (95% to 96%). Most studies in this review had used
multiple sets of patient inclusion criteria. Whiting et al.
analyzed a subset of case-control studies in their review
(n = 97) and reported summary estimates of 68% (65%
to 71%) for sensitivity and 95% (94% to 96%) for
specificity.
A limitation when trying to compare the two anti-CCP

reviews lies in the lack of details about the index tests
under investigation in Gao’s review. Whiting et al. pro-
vided a complete description of the different types of
anti-CCP antibodies evaluated across primary studies
(antifilaggrin antibodies; antikeratin antibodies; antiperi-
nuclear factor; first, second, or third generation anti-
CCP; mutated citrullinated vimentin) whereas Gao et al.
only characterized assays by manufacturer (Eurimmun
vs. non-Eurimmun tests). Yet the fact that the summary
accuracy estimates are almost identical in both reviews
suggests that the same kind of index tests were
reviewed.
In this case, a very large body of evidence (114 studies)

was missed through not searching in a Chinese database,
but this additional evidence seemed to be of no

influence on summary accuracy estimates. Here, the
results were similar and it may therefore be un-
necessary to search Chinese databases, but no claim
is made that this would apply to all cases. It is
largely unknown whether Chinese databases contain
relevant clinical data for systematic reviews and
whether including this data would affect the out-
comes and conclusions. Further research is needed
to resolve this question, especially in fields other
than complementary and alternative medicine. Wu et
al. previously reported on a case of two independent
reviews evaluating the effectiveness of acupuncture
for chronic asthma [8]. While the first review only
searched English language databases, the other also
searched Chinese databases. This strategy almost
doubled the number of included trials (12 vs. 22)
and led to an almost ninefold increase in the num-
ber of included patients (350 vs. 3,058). The review
that searched in Chinese databases found a signifi-
cant effect of acupuncture on spirometry parameters
whereas the other review found no evidence favoring
acupuncture. It is highly likely that the amount of
data in Chinese databases and their effect on the
summary estimates differ by topic of interest and
across study types (for example, interventions, diag-
nostic test accuracy, and prognostic and omics
marker evaluations).

Chinese biomedical databases
Xia et al. have extensively described five major biomedical
databases originating from China: CNKI, Chinese Biomed-
ical Literature (CBM), Chinese Medical Current Content
(CMCC), VIP, and WANFANG (China Online Journals)
[15]. They reported that less than 6% of the 2,500 journals
indexed in these databases were also indexed in MED-
LINE. All databases had advanced search features that
allowed combining keywords with Boolean and proximity
operators. Four databases had even more advanced search
features that allowed command-line-style queries with
keywords, fields, Boolean, and proximity operators. All da-
tabases accepted English-written queries but all were also
language sensitive. In terms of accessibility, all databases
but CBM gave free access to study abstracts and offered
the possibility to purchase full-text articles without full
subscription to the database. CBM search features were
accessible to subscribers only. In another recent evaluation
of the relevance of searching Chinese biomedical data-
bases (CBM, CNKI, VIP, and WANFANG) when conduct-
ing systematic reviews, Ai et al. found that CBM and
CNKI were the two databases that covered the most jour-
nals (1,784 and 1,126, respectively) [16]. The authors rec-
ommended CBM for reviewers who aim to search for

Figure 1 Number of studies included by each review and
corresponding overlap.

Cohen et al. Systematic Reviews  (2015) 4:23 Page 3 of 5

Cohen et al. (2015, Systematic Reviews)
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Results from Open Journals
Annals of Saudi Medicine
Bangladesh Journal of Pharmacology
Biomedical Imaging and Intervention Journal
BMC Health Services Research
BMC Medicine
BMJ Open
British Medical Journal
British Columbia Medical Journal
Canadian Medical Association Journal
Dermatology Online Journal
International Journal of Medical Sciences
Journal of Clinical Investigation
Journal of Postgraduate Medicine
The New England Journal of Medicine
Open Heart
Open Medicine
PLOS Medicine
PLOS Neglected Tropical Diseases
PLOS Pathogens
Scientia Pharmaceutica
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Exercise to reduce depression symptoms post-treatment
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Goal 1: Decrease Time Delay of Database Search from 6 months to 6 minutes

Motrial

148 résumés retenus

35 doublons identifiés et supprimés

Etudes exclues (textes) : 192
• Pas une intervention : 35 (18%) 
• Essai non randomisé :30 (16%)
• Ne mesure pas l’effet de l’intervention sur l’AP: 63 (33%)
• Intervention non ancrée théoriquement : 33 (17%)

• Protocole : 4 (2%)
• Autres : 27 (14%)

290 textes d’articles analysés

77 articles inclus

68 articles identifiés après consultation des 

revues de littérature existantes sur les modèles

828 articles identifiés sur PSYCHInfo

Etudes exclues (résumés) : 487
• Pas une intervention : 27 (6%) 
• Essai non randomisé : 25 (5%)
• Ne mesure pas l’effet de 

l’intervention sur l’AP: 84 (17%)
• Intervention non ancrée 

théoriquement : 226 (46%)

• Protocole : 36 (7%)
• Autre (e.g., mineurs): 89 (18%)

Etudes exclues (résumés) : 719
• Pas une intervention : 462 (64%)
• Essai non randomisé : 37 (5%)
• Ne mesure pas l’effet de 

l’intervention sur l’AP: 47 (7%)
• Intervention non ancrée 

théoriquement : 24 (3%)

• Protocole : 6 (1%)
• Autre (e.g., mineurs): 143 (20%)

Etudes exclues: 21
• Pas de mesure exploitable de la quantité d’AP: 21

98 articles correspondant aux critères

82 interventions incluses

635 articles identifiés sur PUBMED

109 résumés retenus

A Need of an International Meta-search Engine combining Artificial Intelligence + Ontologies + Researchers 



Goal 2: Obtain Relevant Information of Each Trial
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Cost-saving effect of supervised exercise associated
to COPD self-management education program
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program;
Exercise;
Health-related quality
of life

Summary
Background: Although the benefits of comprehensive pulmonary rehabilitation have been
demonstrated in patients with COPD, the effects of exercise sessions within self-management
programs remain unclear. We hypothesized that 8 supervised exercise sessions incorporated in
a 1-month self-management education program in COPD patients would be effective to improve
health outcomes and to reduce direct medical costs after one year, compared to usual care.
Methods: In this randomized controlled trial, 38moderate-to-severeCOPD patientswere assigned
either to an intervention group or to a usual care group. The hospital-based intervention program
provided a combination of 8 sessions of supervised exercise with 8 self-management education
sessions over a 1-month period. The primary end-point was the 6-min walking distance (6MWD),
with secondary outcomes being health-related quality of life (HRQoL) e using the St. George’s
RespiratoryQuestionnaire (SGRQ)andNottinghamHealthProfile (NHP),maximal exercise capacity
and healthcare utilization. Data were collected before and one year after the program.
Results: After 12 months, we found statistically significant between-group differences in favor of
the intervention group in 6MWD (þ50.5 m (95%CI, 2 to 99), in two domains of NHP (energy, "19.8
("38 to"1);emotional reaction,e10.4 ("20 to 0)); in SGRQ-symptoms ("14.0 ("23 to"5)), and in
cost of COPD medication ("480.7 V (CI, "891 to "70) per patient per year).
Conclusion: The present hospital-based intervention combining supervised exercise with self-
management education provides significant improvements in patient’s exercise tolerance and
HRQoL, and significant decrease of COPD medication costs, compared to usual care.
ª 2010 Elsevier Ltd. All rights reserved.

* Corresponding author. Tel.: þ33 467 601 123; fax: þ33 467 415 708.
E-mail address: gregory.ninot@univ-montp1.fr (G. Ninot).

ava i lab le at www.sc iencedi rec t .com

journa l homepage: www.e lsev ier .com/ locate / rmed

Respiratory Medicine (2011) 105 , 377e385

0954-6111/$ - see front matter ª 2010 Elsevier Ltd. All rights reserved.
doi:10.1016/j.rmed.2010.10.002

For example:
doi: 10.1016/j.rmed.2010.10.002
Ninot G, Moullec G, Picot MC, Jaussent A, Hayot M, Desplan M, Brun JF, Mercier J, 
Prefaut C. Cost-saving effect of supervised exercise associated to COPD self-
management education program. Respir Med. 2011 Mar;105(3):377-85. 

Main publication Protocol declaration Ethical Committee
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ANALYSIS

Replicating non-pharmacological treatments in practice depends on how well they  
have been described in research studies, say Paul Glasziou and colleagues

What is missing from descriptions of  
treatment in trials and reviews?

Have you ever read a trial or review and 
wondered exactly how to carry out treat-
ments such as a “behavioural intervention,” 
“salt reduction,” or “exercise programme”? 
Although CONSORT and related ini-
tiatives have focused on the assessment of 
validity and presentation of results,1 2 less 
attention has been given to the adequacy of 
the description of the treatment used. For 
pharmacological treatments the description 
would need to include the dose, titration, 
route, timing, duration, and any monitoring 
used. For complex treatments the problems 
are even greater.

Why are full descriptions of treatment 
 important?
The uptake of positive findings from trials is 
often slow and sometimes negligible.3 Rea-
sons for this slow uptake include clinicians 
not becoming aware of the results, perceiving 
the results as either invalid or not relevant to 
their patients, or simply not remembering 
to use the treatment.4 5 An additional bar-
rier, which has received less attention, is 
clinicians’ ability to carry out the treatment 
on the basis of the information provided in 
the published reports. For example, after 

receiving numerous requests for additional 
details from doctors and patients, the author 
of a randomised trial on graded exercise for 
chronic fatigue syndrome6 subsequently pub-
lished a supplementary article with a more 
detailed “prescription.”7 Similarly, it is not 
possible to set up a stroke unit, offer low fat 
diets, or give smoking cessation advice with-
out sufficient details on the components that 
were planned and delivered.8

Extent of the problem
To assess the extent of problems with descrip-
tions of treatment we prospectively assessed 
80 consecutive studies selected for abstrac-
tion in the journal Evidence-Based Medicine 
from October 2005 to October 2006. The 
journal is aimed specifically at doctors work-
ing in primary care and general medicine, 
and it provides summaries of research that is 
highly relevant to clinical practice. To select 
studies, the staff of the journal hand search 
140 or so high impact clinical journals, select-
ing only articles of sufficient validity and 
relevance to warrant changes in clinical prac-
tice.9 The 5% of articles that pass the validity 
criteria are scored for clinical relevance by 
active primary care (and appropriate spe-

cialty) clinicians. A dozen or so clinicians, 
from a pool of several thousand, score each 
article. The articles that were scored as most 
relevant to practice are then abstracted (fig 
1). For each study two general practitioners 
(PG, CH) were independently asked whether 
they could use this treatment with a patient 
if they saw them tomorrow.

Of the 80 published reports of treatment, 
55 were single randomised trials and 25 were 
systematic reviews; they were published in 
New England Journal of Medicine (10), Cochrane 
Database of Systematic Reviews (9), Lancet (7), 
JAMA (7), Archives of Internal Medicine (6), BMJ 
(5), Annals of Internal Medicine (5), and several 
other journals (31). Most (65) were of treat-
ments directly applicable in general prac-
tice; the remainder were relevant to general 
practice but were targeted at surgery (6), 
emergency medicine (5), internal medicine 
(3), and dental medicine (1). More than half 
(44/80) were of drug treatments. Non-drug 
treatments were education and training (15), 
devices or surgery (10), psychological treat-
ments (4), service delivery (3), and a mix of 
other interventions (4).

Elements of the intervention were miss-
ing in 41 of 80 of the published descrip-
tions. Information was better in reports of 
individual trials than in systematic reviews, 

and for drug treatments than for non-drug 

Fig 2 | Percentage of studies with sufficient 
description of treatment initially (based only on 
the published paper) and after supplementary 
information was obtained
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Fig 1 | Selecting studies for inclusion in one year’s issues of Evidence-Based Medicine

Validity checks by staff
(For therapy: randomised trial 
with >80% follow-up; see journal 
for others)

Relevance and newsworthiness
of articles assessed by 4-12
clinicians (from a database of
4200 raters world wide)

Abstraction of highest rated
articles, based on ratings, 
comments, and second check of 
articles for validity

60 000 articles (from 140 journals)

3400 articles 
pass validity checks

2400 articles 
(systematic reviews, trials)

1000 other 
(diagnosis, prognosis,

etiology, CPGs)

80 therapy 40 other

“Percentage of studies with sufficient
description of treatment initially (based
only on the published paper) and after
supplementary information was
obtained”.
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Caractéristiques de l’INM

Intervention description:
Name (synonyms, abbreviation)
Content (technique, skill…)
Dose (period, frequency, intensity)
Theoretical model
Supervision (training…)
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Ioannidis et al. (PLOS Medicine, 2015)
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CONSORT Statement for Randomized Trials of Nonpharmacologic
Treatments: A 2017 Update and a CONSORT Extension for
Nonpharmacologic Trial Abstracts
Isabelle Boutron, MD, PhD; Douglas G. Altman, DSc; David Moher, PhD; Kenneth F. Schulz, PhD, MBA; and
Philippe Ravaud, MD, PhD, for the CONSORT NPT Group*

Incomplete and inadequate reporting is an avoidable waste that
reduces the usefulness of research. The CONSORT (Consoli-
dated Standards of Reporting Trials) Statement is an evidence-
based reporting guideline that aims to improve research trans-
parency and reduce waste. In 2008, the CONSORT Group
developed an extension to the original statement that addressed
methodological issues specific to trials of nonpharmacologic
treatments (NPTs), such as surgery, rehabilitation, or psychother-
apy. This article describes an update of that extension and pres-
ents an extension for reporting abstracts of NPT trials. To de-
velop these materials, the authors reviewed pertinent literature
published up to July 2016; surveyed authors of NPT trials; and
conducted a consensus meeting with editors, trialists, and
methodologists.

Changes to the CONSORT Statement extension for NPT trials
include wording modifications to improve readers' understand-
ing and the addition of 3 new items. These items address
whether and how adherence of participants to interventions is

assessed or enhanced, description of attempts to limit bias if
blinding is not possible, and specification of the delay between
randomization and initiation of the intervention. The CONSORT
extension for abstracts of NPT trials includes 2 new items that
were not specified in the original CONSORT Statement for ab-
stracts. The first addresses reporting of eligibility criteria for cen-
ters where the intervention is performed and for care providers.
The second addresses reporting of important changes to the
intervention versus what was planned. Both the updated
CONSORT extension for NPT trials and the CONSORT extension
for NPT trial abstracts should help authors, editors, and peer re-
viewers improve the transparency of NPT trial reports.

Ann Intern Med. doi:10.7326/M17-0046 Annals.org
For author affiliations, see end of text.
This article was published at Annals.org on 20 June 2017.
* For a list of members of the CONSORT NPT Group, see Appendix 1
(available at Annals.org).

Incomplete reporting is responsible for a great deal of
avoidable waste in research (1, 2). The CONSORT

(Consolidated Standards of Reporting Trials) Statement
(3–5), an evidence-based reporting guideline, was de-
veloped to improve research transparency.

Nonpharmacologic treatments (NPTs), such as sur-
gery, rehabilitation, education, psychotherapy, and de-
vices, represent a wide range of interventions. How-
ever, assessing NPTs raises specific methodological
issues related to the complexity of the intervention, the
influence of care providers, the expertise of the center,
and the difficulties of blinding (6–14). To account for
these issues, the CONSORT Group developed a
CONSORT Statement extension for trials of NPTs
(“CONSORT NPT extension”), which was published in
Annals of Internal Medicine in 2008 (15, 16).

In 2010, the main CONSORT Statement was up-
dated (5, 17). To account for this update and method-
ological developments since publication of the original
NPT extension, we aimed to update the CONSORT NPT
extension and develop a CONSORT extension for re-
porting abstracts of NPT trials (18, 19).

METHODS
We updated the CONSORT NPT extension in 3

steps. First, we reviewed the literature to identify up-to-
date evidence. The search is detailed in Appendix 2
(available at Annals.org). Second, we surveyed corre-
sponding authors of published articles citing the 2008
CONSORT NPT extension. Of the 1525 authors invited

by e-mail, 194 (13%) participated. For each item of the
CONSORT NPT extension, participants were asked to
indicate whether they believed the item should be
modified and, if so, why and how. The results of the
survey are reported in Appendix Tables 1 and 2 (avail-
able at Annals.org). From the literature review and the
survey, we synthesized proposals for changes to each
item. Finally, we organized a 2-day consensus meeting
in May 2014 in Paris, France, with 22 participants (9
editors, 6 trialists, and 7 methodologists). During this
meeting, the survey results and proposals for change
were presented and each item was discussed until con-
sensus was reached. After the meeting, we developed
a draft of the current manuscript, which was sent to all
participants for comments. The updated checklist was
not modified at this stage.

Updating the CONSORT NPT Extension
Main Changes to the CONSORT NPT Extension

The revision of the CONSORT NPT extension
checklist consisted of the deletion of items, the addi-
tion of new items, wording changes, and reformatting.
The numbering and content of items were adjusted to
follow the 2010 CONSORT Statement. Some wording
was changed to improve readers' understanding, such
as the use of “care providers” instead of “those per-
forming the intervention” in item 3.

Items 11a and 11b, related to blinding, were mod-
ified because they were incorporated into the 2010
CONSORT Statement. Three new items were added to
account for the difficulties in replicating NPTs, the fre-
quent lack of blinding, and the risk for a differential

Annals of Internal Medicine RESEARCH AND REPORTING METHODS

Annals.org Annals of Internal Medicine 1
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