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1 Scope  

This Standard of Evidence specifies a process for producing evidence of the 
effectiveness of interventions. It is intended to establish a common process 
for the production of evidence of effectiveness, to provide confidence in the 
robustness of evidence produced, and to support the increased use of 
evidence that has been produced. 

This part of the standard (part 1) only provides the specification of the 
process and does not attempt to justify why the various elements of the 
process are required or recommended. Explanations of the rationale behind 
the elements of the process are provided separately, in part 2 of the 
standard. [SEE: Vine, 2016a.] 

Detailed requirements and recommendations are provided in relation to 
producing evidence through new primary studies. 

Detailed processes for producing evidence through the use of systematic 
reviews, economic evaluations, and process evaluations are outside of the 
scope of this standard. Instead, high-level approaches to producing each of 
these three types of evidence are provided, with additional details specified 
through the use of references where available. 

The standard is intended to be used by those responsible for designing and 
assessing the effectiveness of interventions . It is also intended that those 
commissioning external studies of the effectiveness of their interventions 
could specify that they require  evidence to be produced in line with the 
requirements and recommendations of this standard. 

This standard is for use by those who wish to investigate the effectiveness of 
interventio ns in any sector. It was designed with particular reference to the 
needs of organisations in the housing sector. 
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3 Process  

Figure 1 illustrates the process specified in this standard for producing 
evidence of the effectiveness of interventions. 

Figure 1 Process for producing evidence of the effectiveness of interventions  
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4 Issue description  

An issue description shall be prepared that details the issue that the 
intervention to be studied is intended to respond to. 

The issue description shall contain the information detailed in Table 1, 
structured in the same sections and order as provided in the table. 

Table 1 Issue descript ion  

Date Date of preparing this description. 

Description of issue The problem, circumstance or situation that it is intended that an 
intervention should respond to. 

When studying interventions to attend to particular problems 
this should be presented as undesirable aspects of a situation 
that it is hoped can be improved if an effective intervention can 
be identified. 

When studying an intervention that is untested but assumed to 
have a positive influence on aspects of a situation this should be 
presented as the aspects that it is thought that the intervention 
may be improving.  

Who experiences 
the issue? 

Those directly experiencing the issue. 

Why would 
improvements in 
relation to this issue  
matter ? 

Why are the negative experiences a problem, or why would it be 
beneficial to achieve the prospective improvements? 
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Who does it matter 
to? 

May be wider than those experiencing the issue. 

Current practice  How is the issue currently typically attended to (if at all)? 

Relevance of the 
study 

What decisions are the results of this study intended to inform ? 
Are there deadlines for making those decisions? 

How might practice be changed if an effective intervention is 
identified or an intervention is found to be ineffective?  

What information would this study need to generate to be able to 
affect these decisions? 

 





http://www.campbellcollaboration.org/lib/
http://www.cochranelibrary.com/
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Table 2 Study review sheet  

Name of study Name given to the study by those who conducted it, if any.  

Brief description of 
study 

Single sentence description of study covering the study design, 
intervention(s) studied, the primary outcome and key features of 
the context including the population. 

Report details 

Title  Title of the report  

Auth or(s) and 
affiliation(s)  

Listed authors for the report and their organisational affiliations. 
In the absence of identifiable authors, record other relevant 
contacts involved in the study if possible. 

Date of publication  Publication date of the report. 

Source (web address or 
other)  

Location for the report. Where possible, this should be the 
definitive location of the evidence where it can be found for 
future reference. 

Study details (NB: For each item record where in the report it was found) 

Study locati on Details of where the intervention was delivered. This may be 
either a specific place (or places) or a description of the 
characteristics of the place. 

Dates When the study was conducted, including when the intervention 
was delivered and when outcomes were measured. 
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Roles Details of the organisations involved in delivering the 
intervention(s) and conducting the study, and their respective 
roles. Depending on the nature of the intervention and the study 
this may include organisations providing locations and/or client 
lists to act as study sites, those delivering the intervention, and 
those responsible for the study / evaluation component. 

Study population  Details of the population of participants in the study, including 
any eligibility  criteria that affe cted who were involved in the 
study. 

Intervention  Description of the intervention (s). A comprehensive description 
would contain all of the information outlined in Table 4. When 
conducting an evidence review you may decide that a shorter 
summary covering particular features is more proportionate to 
your needs. 

Outcomes measured List of outcomes that were sought or measured in the study. This 
should include any outcome for which a result is reported in the 
study. 

Reported r esults Summary of results, especially whether a relationship was 
observed between the intervention and the outcome(s) of 
interest.  

Assessment information 

Evidence level Was the study designed such that its findings would be able to 
demonstrate a causal link between the intervention and the 
outcome or just a correlation/relationship? 



Standard for Producing Evidence of the Effectiveness of Interventions StEv 2-1:2016 

12 

Assessment of quality Extent to which the findings appear to be robust and reliable. This 
should include consideration of whether there are any factors in 
the study design that mean that the findings might be explained 
by factors other than any relationship observed with the 
intervention.  

Pragmatic attitude  Extent to which the study seems to have been designed and 
conducted as a pragmatic study, with participants, intervention 
implementers and resources appearing similar to those likely to 
be found in normal practice. 

Assessment of 
applicability  

Extent to which the evidence appears relevant to your situation. 
This should include consideration of whether the context in 
which the intervention was studied seems similar to the context 
in which you are investigating the issue. This may also include 
consideration of whether any eligibility  criteria mean that the 
population studied was substantially different from your 
population of interest. 

5.2.4 Collating evidence on interventions  

If undertaking an evidence review, an intervention  review shall be produced 
for each intervention of interest.  Each intervention review sheet shall 
contain the information detailed in Table 3, structured in the same sections 
and order as provided in the table. 
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Table 3 Intervention review sheet  

Name of intervention   

List of studies  

Summary of evidence Where no studies are found examining a given intervention note 
the absence of evidence of effectiveness for the intervention. 

Where one study is found examining a given intervention 
summarise the state of evidence created by that study. 

Where more than one study is found examining a given 
intervention summarise the state of evidence collectively on that 
intervention.  

5.3 Causal chain mapping  

A causal chain map should be prepared identifying the series of processes by 
which it is anticipated that the intervention being designed could lead to 
outcomes of interest. 

In preparing the causal chain map consideration should also be given to 
processes by which the intervention might result in adverse outcomes. 

If it is intended that more than one intervention will be tested, a causal chain 
map should be prepared for each. 

5.4 Interventio n specificatio n 

An intervention specification shall be prepared that details the intervention 
to be studied. If more than one intervention is to be studied, a separate 
intervention specification shall be prepared for each. 
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An intervention specification shall also be prepared for any comparison 
groups in the study, detailing the experience of those in the group. 

Each intervention specification shall contain the information  detailed in 
Table 4, structured  in the same sections and order as provided in the table. 

Table 4 Intervention specification  

Date Date on which the intervention description is being prepared. 

Brief name Name or a brief phrase that describes the intervention. 

Why  Rationale, theory or goals of intervention elements. 

What: Materials  Description of physical or informational materials used in the 
intervention, including those used in intervention delivery or in 
training of intervention providers.  

What: Procedures Description of each of the procedures, activities and/or processes 
used in the intervention, including enabling or supporting 
activities. 

Who providing  For each category of intervention provider (e.g. housing officer) 
description of their expertise, background and any specific 
training they will receive. 

How Description of modes of delivery (e.g. face-to-face, telephone) of 
the intervention and whether it will be provided individually or in 
a group. 
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Where  Description of the type(s) of location(s) where the intervention 
will occur, including necessary infrastructure or relevant 
features. 

When and how 
much 

Description of the number of times the intervention will be 
delivered and over what time period including the number of 
sessions, their schedule, and their duration or intensity.  Number 
of sessions might be determined by some stopping criteria rather 
than a fixed number, in which case provide details. 

Tailoring  If the intervention will be personalised or adapted for different 
participants , description of what, why, when and how. 

How well (fidelity)  Description of how and by whom intervention fidelity (extent to 
which implementation is consistent with plan) will be assessed (if 
at all), and description of strategies that will be used to maintain 
or improve fidelity (if any). 

Indicate if efforts will be made to standardise the intervention or 
if the intervention and its delivery will be allowed to vary 
between participants, intervention providers, or study sites. 

Resource 
requirements  

Describe extra resources added to (or resources removed from) 
usual settings in order to implement intervention. 

[ ADAPTED FROM: TIDieR Checklist, omitting post-intervention fields and 
with minor amendments by author for context relevance. Additional 
elements from Pragmatic Extension to CONSORT. See sections NR.12 and 

NR.5. ] 
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Table 5 Purpose, limitations and intended usage of evidence at different levels  

 Level 1: 
Exploration and 
Development  

Level 2: 
Effectiveness 

Level 3: 
Scaling-up 

Purpose Testing intervention for 
feasibility, acceptability, 
ability to deliver in practice, 
etc. Establishing feasibility of 
further study.  

Identify promising practice 
that merits further 
investigation and gaining 
impression of what scale of 
impact might be. 

Studying an intervention that 
is inherently so small in scale 
that it is not possible to study 
with  level 2 designs. 

Concerted effort to assess 
effectiveness of an 
intervention.  This entails 
seeking to establish whether 
any effects observed are down 
to the intervention being 
studied, as opposed to other 
factors. 

Examining a range of 
effectiveness evidence on a 
subject to identify whether it 
demonstrates consistent 
conclusions that would merit 
general roll out of the 
approach. 

Where evidence points in 
different directions, 
establishing whether there  
are contexts in which the 
intervention is more or less 
likely to be successful. 

Limitations  Where associations are 
identified between the 
intervention and an outcome 
of interest it will not 
constitute firm evidence that 
the intervention caused the 
outcome. 

Depending on the context(s) in 
which the evidence is 
generated, for any single study 
will need to exercise a degree 
of caution over its 
generalisability to other 
contexts. 

Will inevitably be constrained 
by the availability of 
Effectiveness evidence. 

Constraints of 
generalisability may remain, if 
there is contextual similarity 
in the relevant Effectiveness 
studies. 

Intended 
usage 

Inherently not designed to 
provide evidence of 
effectiveness, so will not be 
suitable for informing 
decisions for general roll-out. 

Findings could suggest that 
more work is needed at this 
level (e.g. amending design of 
the intervention) or that the 
intervention is sufficiently 
promising to merit testing at 
the Effectiveness Level. 

Evidence generated at this 
level should typically be used 
to support decisions about 
whether an intervention 
should be delivered more 
broadly. 

If evidence generated at this 
level demonstrates a 
consistent and generalisable 
effect from a particular 
intervention, it should 
normally support broader 
adoption of the approach. 

[ NOTE: Table 6 summarises the required and recommended elements for 
studies being conducted at each level. ] 
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If a level 1 or level 2 study is selected, the procedures specified in sections 7 
to 10 shall be undertaken. 

If a level 3 study is selected, the procedures specified in Annex A shall be 
undertaken. 
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Collection procedures  How will data be collected and by whom? 

Timepoint(s) of interest  When will data be collected? 

If specifying more than one timepoint, the primary 
timepoint of interest shall be specified. 

Specify whether this should be collected before 
intervention as well as after. 

Minimum practically 
important difference  

This difference is the smallest amount of difference that 
would matter for comparing the intervention to the 
alternative.  A difference or change in this outcome 
measure below this level would be considered negligible, 
unimportant or irrelevant . 

As well as the difference itself, record how the number 
was arrived at. 

Relevance of outcome Explain why the outcome and timepoint for 
measurement are considered important to evidence 
users. 

7.3.3 Specification of other measurements  

As well as outcome measures, studies may also collect data on other factors 
related to participants, including characteristics that are believed to be 
potential predictors of an outcome (such as demographic data), or the 
amount or extent or the intervention received by each participant where it is 
subject to tailoring (see Table 4). If the study is collecting such data, a 
measurement specification shall be prepared that details each measurement 
to be recorded. If more than one measurement is to be recorded, a separate 
measurement specification shall be prepared for each.  
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Description of 
comparison group 
(if any) 

Detail whether there is a comparison group, and if so, how it will 
be selected, and the steps taken to ensure that it is as good a 
match as possible for the intervention group. 

Description of 
planned analysis 

Description providing sufficient detail that a suitably experienced 
person would be able to duplicate the analysis based on the 
information provided.  

7.4.2 Designs  that support robust causal inference  

For a level 2 study, a design shall be specified that supports robust causal 
inference. 

The design specified shall be a randomised controlled trial (RCT) unless it is 
not appropriate, practical or ethical to conduct an RCT. See Annex B.  

Where it is deemed that an RCT is not suitable, an alternative design shall be 
selected based upon its ability to generate a robust counterfactual  given the 
specific circumstances of the study, including data availability and 
implementation details. See Annex C. 

Where a design is adopted that features a non-random comparison group, it 
should be selected to be as similar as possible to the intervention group in 
terms of characteristics that are likely to have an influence on the outcome 
measures. 

Consideration should be given to the use of independent study partners (i.e., 
not from the organisation responsible for the intervention) in the conduct of 
a level 2 study to ensure access to necessary skills and independence of the 
study. 

Studies should be designed to be pragmatic in attitude , resembling the 
situation in normal practice as closely as possible (as opposed to explanatory 
attitu de studies, which are delivered under tight ly controlled conditions). 

Consideration should be given to designing the study such that it is able to 
address equity issues. 
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The design specification shall contain the information detailed in Table 10, 
structured in the same sections and order as provided in the table. 

Table 10 Causal design specification  

Design name  

Justification for 
design 

If an RCT design is specified, it is sufficient to note that it is 
appropriate, practical and ethical. 

If a design other than an RCT is specified, provide details of why 
an RCT was not appropriate. 

Framework 
(superiority, non -
inferiority or 
equivalence) 

Whether the study is designed to test superiority (the 
intervention bein g better than the comparison), non-inferiority 
(the intervention being at least as good as the comparison) or 
equivalence (the intervention delivering the same outcomes as 
the comparison). 

Description of 
planned design 

Description providing sufficient det ail that a suitably experienced 
person would be able to duplicate the study based on the 
information provided.  

Pragmatic attitude  Record design decisions taken to make the study more pragmatic 
in attitude. Detail any respects in which it was necessary to adopt 
an approach that is more explanatory in attitude. 

Equity  Which disadvantaged subgroups (if any) have been identified for 
particular attention in the study? 

Description of any design features, including data collection and 
analysis plans, that support the assessment of equity issues in the 
study. 
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Table 11 Participant recruitment approach specification  

Target population 
including location(s)  

Description of the target population including settings and 
locations where the data are planned to be collected.  

Eligibility  criteria  A comprehensive description of the eligibility criteria used to 
select the study participants. The criteria should be justified and 
information provided on the degree to which they reflect the 
typical population that the intervention would be intended to be 
offered to if proven effective . 

Potential participants at substantially elevated risk of adverse 
outcomes from the intervention  being studied should be 
excluded. 

Process for 
recruitment  

Method of recruitment, such as by referral or self-selection. If 
recruiting by referral, where will referrals be accepted from? If 
recruiting by self-selection, where will the opportunity to 
participate be promoted? 

Target sample size The target sample size (including number per arm of the study). 

Details of how the sample size was determined. If a formal power 
calculation was used, identify the primary outcome on which the 
calculation was based (see section 7.3.1), all the quantities used in 
the calculation, and the resulting target sample size per arm. 

Details should be given of any allowance made for attrition or 
non-compliance during the study. 

Intended 
recruitment 
schedule including 
date of first 
recruitmen t 

 



http://www.consort-statement.org/checklists/view/32-consort/83-sample-size
http://www.consort-statement.org/checklists/view/32-consort/83-sample-size
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Risks to participants  Have you considered risk of harm for participants, including any 
discomfort or inconvenience that they might experience through 
participation ? 

Risks to study team Have you considered risk of harm to those conducting the study? 

Participant 
involvement  

Have participants / potential participants been involved in the 
design of the study? 

Participant c onsent Will consent be obtained? If not, why not? When will consent be 
obtained? Who will obtain consent? How will consent be given 
(e.g. verbal, written)? If not written, how will records be kept? 
What steps will be taken to ensure that consent is informed and 
freely given? 

If using secondary data, does the primary consent cover the 
proposed usage (e.g. further analysis)? 

Attach a copy of the participant consent form, if being used. 

Participant 
information  

What information will be provided to participants about the 
study, its aims and procedures? Will any information be withheld? 
If so, why? 

Attach a copy of the participant information sheet, if being used. 

Participant payment  Will participants be paid? If so, how much? Has consideration 
been given to whether this creates a conflict of interest? How is 
the potential for that being mitigated in the design? 
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Confidentiality and 
personal data 

What steps will you take to protect the confidentiality of data of 
participants? Who will personally identifiable information be 
shared with? How will consent be obtained for use of personal 
data? How long will personal data be held for? How will it be 
disposed of? 

Breaking 
confidentiality  

Are there circumstances under which confidentiality might be 
broken to prevent harm? If so, under what circumstances would 
this be done and what procedures would be used? 

Other  The headings on this record are not intended to cover all 
eventualities. Please record any other ethical considerations 
here. 

7.7 Process evaluation design 
specification  

For level 1 studies a process evaluation design shall be specified. 

For level 2 studies a process evaluation design should be specified. 

Where a causal chain map has been produced (see section 5.3) it should be 
referred to  when designing the process evaluation. The process evaluation 
may be used to examine which of the causal links anticipated in the causal 
chain map appear to occur in practice. 

Consideration should be given to ensuring that the design does not make 
excessive calls on the study participants or implementers. 

[ NOTE: Detailed specification of the design of process evaluations is outside 

of the scope of this standard. Table 13 provides an overarching framework 
within which the design may be specified. ] 
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8 Study protocol  

8.1 Contents  

For level 1 and level 2 studies a protocol shall be prepared that details the 
planned approach to the study. The protocol shall contain the information 
detailed in Table 15. 

Table 15 Protocol  

Descriptive t itle  of 
study 

Title identifying the study design, intervention(s) studied, the 
primary outcome and key features of the context including the 
population. 

Date of protocol  Date of preparing the protocol 

Collation of 
information  

Issue description 

Intervention specification (for each intervention and any 
comparison / control group) 

Outcome measure specification (for each outcome measure) 

Measurement specification (for each additional measure, if any) 

(For level 1 studies) Non-causal design specification 

(For level 2 studies) Causal design specification 



Standard for Producing Evidence of the Effectiveness of Interventions StEv 2-1:2016 

36 

Participant recruitment approach specification 

Record of ethical considerations 

Process evaluation design specification (where relevant) 

Economic evaluation design specification (where relevant) 

Roles Information on the roles being played by the partners involved in 
delivering the intervention(s) and conducting the study. 

8.2  Registration  

For a level 2 study the protocol shall be published in a registry before 
commencing data collection. 

For a level 1 study the protocol should be published in a registry before 
commencing data collection. 

Where possible, a registry should be selected that is likely to be known by 
and visible to evidence users, including those who are likely to be interested 
in addressing the same issue through their activity. 

The protocol may be published in more than one registry. 
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Deviations from 
planned study 
protocol with 
reasons 

 

For each arm 

Number of 
participants 
assigned to the 
group 

 

Number receiving 
intended 
intervention  

 

Number completing 
the study protocol  

 

Number analysed 
for primary 
outcome 

 

[ ADAPTED FROM: CONSORT Statement and Pragmatic extension to 
CONSORT Statement (see sections NR.2 and NR.5). ] 

9.3 Adverse events  

Records should be kept of adverse events occurring for participants during 
the study. 

Records should be kept for all arms of a study, i.e. including any comparison 
arm(s) as well as intervention arm(s). 
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10.2  Structured reports of findings  

10.2.1 Main report  

For a level 1 or level 2 study, a main report of the study shall be prepared. 

The main report shall contain the information detailed in Table 18, 
structured in the same sections and order as provided in the table. 

Table 18 Contents of main report  

Descriptive title of 
study 

Title identifying the study design, intervention(s) studied, the 
primary outcome and key features of the context including the 
population. 

Author(s) and 
affiliation(s)  

Authors for the report and their organisational affiliations.  

Date of publication  Publication date of the report 

Publishing details Publisher or name of organisation. Place of publication. 

Indication of 
conformity  

Prominent statement indicating that this standard has been 
conformed to in the creation of the evidence and stating the level 
of study conducted. Reference to this standard to include the 
version (year). 

Protocol 
registration details  

Registry(ies) the protocol was registered in and registration 
number(s). 
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Roles Information on the roles played by the partners involved in 
delivering the intervention(s) and conducting the study. 
Depending on the nature of the intervention and the study this 
may include organisations providing locations and/or client lists 
to act as study sites, those delivering the intervention, and those 
responsible for the study / evaluation component. 

Commencement 
date 

Date of first participant joining the study. 

Completion date  Date of last participant completing the study. 

Sample size Number of participants, including details of the number in each 
arm of the study if relevant. 

Updated protocol 
informati on 

Issue description 

Intervention specification (for each intervention and any 
comparison / control group) 

Outcome measure specification (for each outcome measure) 

Measurement specification (for each additional measure, if any) 

(For level 1 studies) Non-causal design specification 

(For level 2 studies) Causal design specification 

Participant recruitment approach specification 

Record of ethical considerations 

Process evaluation design specification (where relevant) 

Economic evaluation design specification (where relevant) 
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Amendments from 
protocol  

Details of any variance between the protocol and the updated 
protocol information reported above, including both deviations 
from the protocol and clarifications where the protocol did not 
provide unambiguous specification on a particular issue. 

Fidelity  If intervention adherence or fidel ity was assessed, describe the 
extent to which the intervention was delivered as planned. 

Methods  Any further information required to fully understand the 
methods used in the study (including analysis), where these do 
not fit into any of the headings for the updated protocol 
information.  

Results Full reporting of the results of the study, including all recorded 
outcome measures and any subgroup analyses identified in the 
analysis as planned in the protocol. 

 

Results on primary outcome shall be given prominence and 
normally detailed before any secondary outcomes. 

Adverse events Harms and adverse events observed during the study, including 
unexpected negative consequences as well as side effects that 
were anticipated during the planning stages of the study. Where 
the risk of potential side effects was foreseen, these should 
normally have been measured thoroughly to check whether they 
are tolerable compared to the benefits. 
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Table 19 Reporting checklists by study type  

Study type Checklist  Description  

Randomised controlled 
trials  

CONSORT Statement 25 item checklist and a flow 
diagram. 

Randomised controlled 
trials  

Pragmatic extension to the 
CONSORT Statement 

Extends the information 
provided on eight of the 
CONSORT checklist items. 

Randomised controlled 
trials  (where applicable) 

Other extensions to the 
CONSORT Statement 

Covering particular 
situations such as specific 
study designs or particular 
data. 

Non-randomised studies TREND Statement 22 item checklist 

Economic evaluations CHEERS Checklist 24 item checklist 

Qualitative  SPQR guidelines Structure for reporting 
qualitative research. 

Any TIDieR Checklist and 
Guide 

Template for describing 
interventions . 

[ NOTE: Full references and links to the checklists are contained in the 
Normative references. ] 
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The computer files used to conduct the analysis should be published within 
three months of the completion of the study. 

Where possible and appropriate the data and analysis should be lodged in 
the same repository as was used to lodge the reports. Where that is not 
possible, steps should be taken to ensure there are links between each. 

10.5 Open a ccess publishing  

Studies need not be published in academic journals. However, where any 
outputs arising from studies are published in academic journals these shall 
be published using an established open access publishing route. 

Gold open access should be used when possible. Where green open access 
publishing is used, the open version of the article shall be archived in a 
suitable repository as early as possible. 
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A.1.2 Reviewing process evaluations  

Consideration should be given to designing the study such that it reviews 
process evaluations alongside evidence of effectiveness. 

A.1.3 Reviewing economic evaluations  

Consideration should be given to designing the study such that it reviews 
economic evaluations alongside evidence of effectiveness. 

A.1.4 Study protocol  

The study protocol shall contain all elements specified in the PRISMA-P 
checklist (see section NR.7).  

The protocol shall be published in a registry before commencing the study. 

A.2  Findings  and other study outputs  

A.2.1 Report of findings  

The study shall be reported in conformity with the mandatory standards 
specified in the MEC2IR Reporting Standards (see section NR.4.2). 

The study should be reported in conformity with the highly desirable 
standards specified in the MEC2IR Reporting Standards. 

[ NOTE: The MEC2IR Reporting Standards include many references to the 

PRISMA Statement (see section NR.6). Those reporting level 3 studies may 
find it helpful to refer to the PRISMA Statement as well as the MEC2IR 
Reporting Standards. ] 

If the study has a focus on equity, the PRISMA-E checklist shall be completed 
to ensure that all required reporting items are included in the report (see 
section NR.7). 
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A.2.2  Lodging reports in repository  

The main report of the study shall be lodged in a publicly accessible central 
repository within three months of the completion of the study. 

Where possible, a repository should be selected that is likely to be known by 
and visible to evidence users, including those who are likely to be interested 
in addressing the same issue through their activity. 

Where possible and appropriate, other outputs from the same study should 
be lodged in the same repository. 

A.2.3  Publication of data and analysis  

Where possible, data assembled for the study should be published within 
three months of the completion of the study. 

The computer files used to conduct the analysis should be published within 
three months of the completion of the study. 

Where possible and appropriate the data and analysis should be lodged in 
the same repository as was used to lodge the reports. Where that is not 
possible, steps should be taken to ensure there are links between each. 

A.2.4  Open access publishing  

Studies need not be published in academic journals. However, where any 
output s arising from studies are published in academic journals these shall 
be published using an established open access publishing route. 

Gold open access should be used when possible. Where green open access 
publishing is used, the open version of the article shall be archived in a 
suitable repository as early as possible. 









http://www.ispor.org/taskforces/EconomicPubGuidelines.asp
http://www.consort-statement.org/
http://equity.cochrane.org/sites/equity.cochrane.org/files/uploads/EquityChecklist2012.pdf
http://equity.cochrane.org/sites/equity.cochrane.org/files/uploads/EquityChecklist2012.pdf
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NR.4  MEC2IR (Methodological 
Expectations of Campbell 
Collaboration (C2) Intervention 

Reviews)  

http://www.campbellcollaboration.org/Methods_Resources/MEC2IR.php  

NR.4.1 Conduct standards  

http://www.campbellcollaboration.org/artman2/uploads/1/MEC2IR_condu
ct_standards_v1_0_Updated_September_2014.docx 

Adaptations on MECIR Version 2.2 Conduct Standards (Chandler, Churchill, 
Higgins, Lasserson, & Tovey, 2012) 

NR.4.2  Reporting standards  

http://www.campbellc ollaboration.org/artman2/uploads/1/MEC2IR_reporti
ng_standards_v1_0_Updated_September_2014.docx 

Adaptations on MECIR Version 1.1 Reporting Standards (Chandler, 
Churchill, Higgins, Lasserson, & Tovey, 2012) 

NR.5  Pragmatic extension to CONSORT 
Statement  

http://www.consort -statement.org/extensions?ContentWidgetId=556  

Zwarenstein, M., Treweek, S., Gagnier, J.J., Altman, D.G., Tunis, S., Haynes, B., 
Oxman, A.D., Moher, D., 2008. Improving the reporting of pragmatic trials: 
an extension of the CONSORT statement. BMJ 337, a2390. 
doi:10.1136/bmj.a2390  

http://www.campbellcollaboration.org/Methods_Resources/MEC2IR.php
http://www.campbellcollaboration.org/artman2/uploads/1/MEC2IR_conduct_standards_v1_0_Updated_September_2014.docx
http://www.campbellcollaboration.org/artman2/uploads/1/MEC2IR_conduct_standards_v1_0_Updated_September_2014.docx
http://www.campbellcollaboration.org/artman2/uploads/1/MEC2IR_reporting_standards_v1_0_Updated_September_2014.docx
http://www.campbellcollaboration.org/artman2/uploads/1/MEC2IR_reporting_standards_v1_0_Updated_September_2014.docx
http://www.consort-statement.org/extensions?ContentWidgetId=556


http://www.prisma-statement.org/
http://equity.cochrane.org/equity-extension-prisma
http://www.equator-network.org/reporting-guidelines/prisma-protocols/
http://www.spirit-statement.org/


http://www.equator-network.org/reporting-guidelines/srqr/
http://www.equator-network.org/wp-content/uploads/2014/03/TIDieR-Checklist-PDF.pdf
http://www.equator-network.org/wp-content/uploads/2014/03/TIDieR-Checklist-PDF.pdf
http://www.cdc.gov/trendstatement/
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