
BACKGROUND AND OBJECTIVES 
 

Trials registers were created in order to act as a repository for all tri-
als for a specific review group.  Considered to be a reliable pool of 
evidence, all review groups and fields are required to have one. 
 
In 1996, members of the Child Health Field recognized the need for a 
comprehensive database of published, child-relevant clinical trials 
that could be used by paediatricians to inform their clinical practice 
and by researchers to identify knowledge gaps. An initial register was 
developed in 1998; the register was updated in 2002 and then again 
in 2006.  

 

Search 
We searched CENTRAL Issue 3 2002 and Issue 1 2006 using a pae-
diatric filter developed and validated from 1996 to1998.  
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Figure: Flow of records through the selection process 

Table: Benefits and Challenges 

Benefits 

♦ One-stop resource for paediatricians and child health researchers  
♦ Resource for epidemiologic research on paediatric trials  
♦ Comprehensive base of high quality, primary studies for systematic reviewers 
♦ Contains records from MEDLINE, EMBASE, PyscINFO, ERIC, as well as hand-searching results 

Challenges Solutions 

Estimating required resources Need to assess staff requirements, skill level, software, mainte-
nance costs, software development costs, copyright permissions 
and time requirements 

Started with overly stringent screening criteria—Screening 
using title and abstract only resulted in over 20,000 re-
cords in the ‘Unsure’ category. 

Allowed screeners to use three additional fields: keywords, publi-
cation type and gold code. This reduced the number of records 
in the ‘Unsure’ category to 1860. 

Unclear inclusion criteria for pregnancy and adolescent 
studies 

Developed decision rules for age cut-offs and subject areas (See 
table ‘New decision rules to apply to ‘Unsure’ records’) 

Large number of unclean or incorrect records downloaded 
from CENTRAL 

Manually went through all records to clean up or correct authors, 
journal titles, dates, conference proceedings 

Maintenance — There are thousands of new records to 
review each year. as well as retrieving full text and clean-
ing records 

Currently investigating potential sources of funding to support 
these activities 

Bibliographic Software with online searching ability Used an inexpensive software - Reference Manager 11 

Ensuring usability — Poor search engine in Reference 
Manager 11, promoting the register 

Process to be developed to identify and address end-users’ 
needs 

Estimating overall costs Need to look at the amount of funding for all required re-
sources—not just staff 

Cost of copyright permission — we were unable to display 
the abstracts for the majority of our records as well as the 
keywords for our EMBASE records 

♦ Removed abstracts from all records 
♦ Linked records originating from PubMed to the abstract on the 

PubMed site using its PubMed ID or provided a URL to free 
full text where available 

♦ For EMBASE records we removed keywords in addition to ab-
stracts  

 

♦ Plan thoroughly for all resources at the outset of the project.  Be 
sure to include a long term maintenance plan. 

♦ Funding should include staff costs, software (bibliographic soft-
ware for all staff, web server), software development costs, copy-
right permission fees, and maintenance costs. 

♦ Anticipate that screening, record cleaning, and tracking refer-
ences throughout the entire process will take a great deal of time 

♦ If you plan to make your register freely available online: 
♦ seek additional funding to support software development 

costs, web server costs, and copyright permission fees; 
♦ contact database vendors in advance to find out price esti-

mates of displaying abstracts and keywords. 
 
The many advantages of developing a trials register must be weighed 
with the extensive resources required. Further work is planned to up-
date the register, regularly incorporate hand search results, revise 
and validate the search filter, and test the register for comprehensive-
ness. Our experience will inform future updates as well as the devel-
opment of other specialized registers. 

Duplicate records  
(N=26,422) 

To be reclassified according to new decision rules 
(N=25,367) 

Unable to classify 
(N=580) 

Excluded 
(N=1085) 

Records identified in CENTRAL using 
paediatric search filter 

(N=98,863) 
 

♦ 26,638 records from register 
developed between 1996 and 1998 

♦ 46,113 records from additional 
search of all years (2002) 

♦ 7,251 records screened twice 
♦ 18,861 records from 2006 update 

Included 
(N=29,011) 

 
- 19265 records submitted in 2005 
- 59 unique hand-search results 
- 9992 included records from 

search update in 2006 

Titles and abstracts excluded based on 
screening criteria 

(N =14,753) 

Included 
(N=1140) 

Full text obtained and evaluated for inclusion 
(N =2,805) 

Child Health Trials Register 
N =30,151 

Inclusion Criteria 
Screeners classified the records as ‘Include’, ‘Exclude’ or ‘Unsure’ 
based on titles and abstracts. Records were eligible for inclusion if: 
1) the study was a randomized or controlled clinical trial as defined by 
the Cochrane Collaboration; and 2) outcomes were reported for 
children 0-18 years of age.  
 

Double screening was applied to a sample of the records to calculate 
interrater agreement. Decision rules were developed and applied to 
records classified as ‘Unsure’. These rules allowed screeners to use 
three additional fields to determine a record’s eligibility for inclusion: 
subject headings, Medline publication type, and the study design 
or gold code assigned by trials search coordinators. We also 
developed strict criteria around pregnancy studies and specified exact 
age ranges for mixed children and adult studies.  
20 
 

We retrieved full text for studies that could not be classified based on 
these decision rules. 

 

There were 26,638 records in the original register. Our searches of 
CENTRAL retrieved an additional 64,987 records. These were 
classified as: include (n= 44,484); exclude (n=19,678); and unsure 
(n=27,463) (numbers include duplicates). We ended up with an 
extremely high number of records in the ‘Unsure’ category and were 
required to apply more stringent decision rules in order to reduce these 
numbers. Once decision rules were applied, the numbers in this 
category were reduced to 2,805 records for which we retrieved full text. 
There are currently 30,151 unique records in the register. These have 
been tagged ‘SR-CHILD’ in CENTRAL. They are also available online 
at: http://www.chtr.med.ualberta.ca. 

Figure: From screening to submission 
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Screener 3 Database 

etc 
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CENTRAL Issue 
3 2002 

Search of 
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Submitted 
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In a Procite database, we combined these 
search results with all records from the initial 
register. using a paediatric filter developed 

and validated from 1996 to 1998. 

23 Screeners classified the records 
as ‘Include’, ‘Exclude’, or ‘Unsure’ 

based on titles, abstracts and 
keywords.  

Screeners’ results were 
amalgamated into a new 

Procite database. 

Records were sorted according 
to screeners’ classifications. 

Included records were 
submitted to CENTRAL 
and were tagged SR-

CHILD. 
 

A free online version of 
the trials register was 

made available. 

Transferred to Reference 
Manager 11 database 
and made available 

online 

Pregnancy Studies 
INCLUDE EXCLUDE UNSURE 

HIV transmission Secondary or tertiary outcome on neonate  

Nutritional Supplements    

Breastfeeding    

Adolescent Studies — where age ranges are stated in the title or abstract 

INCLUDE EXCLUDE UNSURE 
Age 13-21 Age 18-21  
Age 14-21 Age 13-22  
Age 15-21 Age 14-22  
Age 16-21 Age 15-22  
Age 17-21 Age 16-22  
  Age 17-22  
  Age 18-22  

Adolescent Studies — MeSH terms include ‘Adolescent’ and ‘Adult’ but NOT ‘Child’ or ‘Infant’ and the title and abstract 
contain the following text : 

INCLUDE EXCLUDE UNSURE 

‘teen’, ‘adolescent’, ‘juvenile’, ‘youth’ ‘adults’, ‘men’, ‘women’ ‘young adults’ 

 no terms indicating age  

Table: New decision rules to apply to ‘Unsure’ records 



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /FRA <>
    /ENU (Use these settings to create PDF documents with higher image resolution for improved printing quality. The PDF documents can be opened with Acrobat and Reader 5.0 and later.)
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308000200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e30593002537052376642306e753b8cea3092670059279650306b4fdd306430533068304c3067304d307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e30593002>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


