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Executive Summary

1. There is wide agreement that Summary of Findings (SoF) tables would improve the accessibility, quality and value of Cochrane reviews. They also provide a basis for improving the quality of plain language summaries (PLS’s). 

2. Adding SoF tables and structured PLS’s that are based on SoF tables to Cochrane reviews will entail a substantial amount of work. Possible ways of getting this work done include hiring staff to undertake the bulk of the work, hiring staff to support the work and leaving it up to each Collaborative Review Group (CRG) to undertake this work on its own. While there are advantages and disadvantages to each of these approaches, we recommend undertaking a pilot of the first approach beginning in January 2007. We estimate that the cost of this would be approximately £100,000.

Purpose

3. This paper provides background for a discussion by the CCSG of options for undertaking the work that is needed to add SoF tables and PLS’s based on SoF tables to Cochrane reviews. Andy Oxman has prepared it in response to a request from the PPG during the PPG teleconference on 12 September.

Urgency

4. The CCSG is asked to consider the options outlined in this paper at its meeting in Dublin in October 2006.

Access

5. This is an open access paper.

Background

6. Summary of Findings tables have been suggested to help readers of Cochrane Reviews quickly focus on the key results and access information that is needed to inform a decision. The SoF table includes information about each of the main outcomes for the main comparison in the review. The number of patients and trials, the control group risk, the effect size (relative and absolute), and the quality of the evidence are presented for each main outcome. Reviews with more than one main comparison require separate SoF tables for each comparison.

7. SoF tables have been discussed at Colloquia in Barcelona, Ottawa and Melbourne, in a number of meetings and with a number of constituencies both face to face and using email discussion lists, including the Coordinating Editors, the Statistical Methods Group (SMG), the RevMan Advisory Group and others. There is broad support for including SoF tables in Cochrane reviews both because they would improve the accessibility of reviews and because they would lead to important improvements in the quality of reviews. They would also improve consistency across reviews. In addition to increasing the value of reviews, SoF tables and plain language summaries based on these would offer numerous opportunities for derivative products and agreements with other publishers.

8. The content of SoF tables has been determined based on a survey conducted before, during and after the Ottawa Colloquium and subsequent advice from the SMG. An example is shown below. It is suggested that there should be a maximum of seven outcomes (rows), including adverse effects and other outcomes that are important to people making decisions, whether the studies included in a review provide evidence for those outcomes or not. 

Question: Should antibiotics be used for acute otitis media in children?
Patient or population: Children without tympanostomy tubes, suffering from acute otitis media
Settings: The included trials were conducted in Europe and North America


Summary of findings 
	Outcome
	No of Participants
(No of trials)
	Control group risk
(Range)
	Relative effect
(95% CI)
	Absolute effect
	Quality
	Comments

	Pain after 1 day
	717
(3)
	38.5%
(28 to 48%)
	RR 1.02
(0.85 to 1.22)
	Nil fewer/1 000
	
High
	

	Pain between 2 & 7 days
	2287
(9)
	22.2%
(8 to 72%)
	RR 0.70
(0.60 to 0.81)
	70 fewer/1 000
	
High
	Probably greater effect if fever or vomiting.

	Mastoditis
	2287
(9)
	0%
	-
	-
	
Moderate
	Only one case of mastoditis was reported among 2287 patients in 9 trials (in an antibiotic treated group).

	Glue ear at 3 months
	370
(2)
	26.1%
(23 to 28%)
	RR 0.80
(0.55 to 1.16)
	-
	
Moderate
	Tympanometry in 2 trials only.

	Adverse effects
	938
(4)
	10.5%
(1 to 30%)
	RR 1.60
(1.19 to 2.16)
	62 more/1 000
	
Moderate
	Mostly diarrhoea, vomiting or rash.


Pilot study

9. We conducted a pilot study to identify and address practical problems with reviewers preparing the SoF tables and to assess and improve draft guidelines, software and specifications for preparing SoF tables.

10. We informed and invited all Cochrane review groups to participate in this project. The review authors who agreed to participate were provided with software (GRADEpro) and instructions for preparing a SoF table. Additionally, each review author was allocated a contact person for support, these contact people had been involved with the GRADE Working Group for some time and were familiar with the methodology and software. The review authors themselves completed the SoF tables for their Cochrane reviews. Review authors were sent a brief questionnaire about their experiences and asked for suggestions for improvements of the SoF table and the software. 

11. SoF tables based on 20 new or updated Cochrane reviews were completed and submitted to us during the period of the pilot study (June to September 2005). The included reviews were from 17 different Cochrane Review Groups. Thirteen review authors completed and returned the questionnaire to us. Two of the authors prepared SoF tables for more than one review. 

12. An additional four hours (median; range: 2 to 40 hours) were required to complete the SoF table for each review. The feedback from reviewers was that the majority thought the SoF tables were helpful in the preparation of the review and that it will be an aid to improve the accessibility of the results of the review. Most of the negative feedback was related to difficulties with using the software and instructions. The software is being reprogrammed and made user-friendlier, and the instructions and help files are currently being improved with more definitions, explanations and examples.  

Current status

13. Programming of a new version of GRADEpro is underway. It was decided not to integrate this with RevMan 5.0, but for the two programs to work together so that GRADEpro can extract data from a review in RevMan and GRADEpro tables can be stored in reviews in RevMan as additional tables. Our aim is to have the new version of GRADEpro ready at the same time as the new version of RevMan. Programming of GRADEpro is being done in Rome under the leadership of Holger Schünemann, convenor of the Cochrane Applicability and Recommendations Methods Group.

14. Programming of GRADEpro is funded by INFORMA, S.C. Epidemiologia, Istitituto Regina Elena, Holger Schünemann’s host institution. A second programmer is needed for one year for quality assurance and to ensure that the programming is completed on time. Funding for this is potentially available through an EC grant held by Holger to support work of the GRADE Working Group, but support from the Collaboration would be helpful and may be needed.

Proposals and Discussion

15. Adding SoF tables and structured PLS’s that are based on SoF tables to Cochrane reviews will entail a substantial amount of work. We have outlined the main advantages and disadvantages of three possible ways of getting this work done in the table below: hiring staff to undertake the bulk of the work, hiring staff to support the work and leaving it up to each Collaborative Review Group (CRG) to undertake this work on its own. In our opinion leaving it up to each Collaborative Review Group to undertake this work on its own is not a viable option for the reasons suggested in the table. Although hiring staff to undertake the bulk of the work is, in our opinion, the best option, it would require a substantial investment of central funds. It should therefore be piloted. 

16. In order to ensure the feasibility of using paid staff to prepare SoF tables and to better estimate the cost of doing this, we suggest hiring two people to work on this for one year beginning in January 2007. This would cost approximately £100,000 and would make it possible to prepare SoF tables and plain language summaries for roughly 500 reviews; for example all the reviews for 8 to10 CRGs. Alternatively, this could be done for reviews selected based on priorities such as highly accessed reviews and reviews that are less than 2-3 years old. 

17. We suggest working with selected CRGs, based on their preparedness to lead on this. Data on the frequency of usage of reviews in different CRG modules could also be used to guide the selection of CRGs for this 2nd stage pilot.

18. There are, of course, several alternatives to this that could be considered, such as hiring one person or two people for 6 months. The main reasons for suggesting hiring two people are to reduce the risks associated with having just one person and the benefits of having two people working together on this. The main reasons for suggesting one year are that it would likely be easier to recruit someone, it allows sufficient start-up and learning time, and time for reaching a decision about whether to continue with this approach after building up a better basis for decision-making.

19. Our estimate of 500 tables and PLS’s takes into account start-up time, a learning period during which it will take more time per review, allowing for some time to provide support CRGs, and time for administration and communication with review authors and CRG editors.

20. With a commitment from the CCSG that funds will be available to hire staff, Wiley and the PPG could start to investigate the market for derivative products and prepare for a launch in January 2008. If it is left up to CRGs to produce SoF tables and PLS’s based on these on a voluntary basis, it is unlikely that Wiley could use these for marketing purposes for two or more years.

21. The staff could be located in a number of possible locations, including at a Cochrane Centre or with one of the members of the team that has developed the proposal for SoF tables, including in Oxford (with Paul Glasziou), Cambridge (with Julian Higgins), Rome (with Holger Schünemann), or Oslo (with Gunn Vist and Andy Oxman). It will be important to ensure that there is adequate support methodologically and practically.

22. If it is decided that there are not sufficient central funds or that this is not a high enough priority relative to other requests for funding, SoF tables could be made optional to begin with and subsequently mandatory for all new or updated reviews, relying on authors and editorial teams to prepare these. If this approach were taken it would still be necessary to have at least one paid staff person to provide training, support and project management for the reasons put forward in the table below.

23. If the CCSG has substantial doubt about which way of doing this work is best, it would be possible to compare these approaches, for example hiring staff to undertake the bulk of the work compared with hiring staff to support the work. 

Summary of recommendations

24. Hire two people to work together with the SoF and PLS teams and 8 to 10 selected CRGs to undertake a 2nd stage pilot and help to produce approximately 500 SoF tables. The timeline would be January 2007 to January 2008.

Resource implications

25. This would cost approximately £100,000 (based on salaries of around £40,000, overhead and operating costs) and would make it possible to prepare SoF tables and plain language summaries for roughly 500 reviews. These resources would have to come from the Collaboration’s central funds or from Wiley.

26. The alternative of funding someone to support the work needed to prepare SoF tables and PLS’s based on these would cost approximately £40,000-50,000 (based on a salary of £30,000-40,000, overhead and operating costs).

Impact statement

27. Ensuring that SoF tables and PLS’s based on these were added to all Cochrane reviews would have a major impact on the quality, accessibility and value of Cochrane reviews and CDSR.

Decision required

28. The CCSG is asked to decide at its meeting in Dublin or shortly thereafter to decide whether or not to fund in whole or part (by sharing the costs with Wiley) a pilot of hiring staff to undertake the bulk of the work needed to add SoF tables and PLS’s based on those.

29. If it decides not to do this, the CCSG is asked to decide whether or not to fund someone to support the work needed to prepare SoF tables and PLS’s based on these.

Further information

30. Additional information can be obtained from Andy Oxman.

Andy Oxman, Julian Higgins, Paul Glasziou
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	Hiring staff to undertake the bulk of the work
	Hiring staff to support the work
	Leaving it up to each CRG to undertake the work on its own

	Summary of Findings tables
	Adding SoF tables to reviews already in CDSR will entail a substantial amount of work (roughly 4 hours per review x 2700 reviews = 1350 days = 6 FTE years).
	Relying on authors of reviews and editorial teams to undertake this work would eliminate the need for central funding. However, support will be needed to ensure that the work that is needed is done, to ensure the quality of the work and to build capacity within CRGs. The cost of hiring someone to manage this work would depend on the qualifications and time allotted to this. It is possible to continue to draw on these and others to continue to support this work. However, without paid staff to coordinate these efforts, they will be difficult to manage and sustain, and are likely to occur somewhat haphazardly when they can be fit in with other responsibilities. The role of the hired staff would be project management, providing direct support to CRGs and review authors on demand, and some degree of monitoring how things go and proactive support, to the extent that there are time and resources.
	In principle authors of reviews could be expected to prepare SoF tables if they become mandatory. This would not pose a major problem for new reviews, but would likely be difficult to enforce for reviews that are already in CDSR. SoF tables could remain optional for a period of time, during which time they would be unlikely to be added to most reviews that are already in CDSR until a substantive update was needed/undertaken. Currently a small group of volunteers has undertaken the work of developing a proposal for SoF tables, software development and pilot testing. This group includes Paul Glasziou, Julian Higgins, Andy Oxman, Holger Schünemann and Gunn Vist. There are no earmarked funds for this work, other than a small grant from the CCSG in 2004 that supported developing the proposed format for SoF tables.

	Plain language summaries
	Current plans for revised plain language summaries are based on first having a SoF table. These could be prepared with a marginal additional cost at the same time as SoF tables (roughly an additional hour per review or £75,000-100,000). 
	The same person could manage efforts to produce both SoF tables and PLS's.
	Most reviews already have synopses, but authors and CRG editorial teams would likely not revise these until a substantive update was needed/undertaken. Development of PLS's based on SoF tables is also be undertaken by a small number of volunteers, including Claire Glenton and Nancy Santesso.

	Time to completion
	The full value of having SoF tables will not be realised until they are available for all of the reviews in the Library. This would be the quickest and surest way of ensuring that SoF tables are prepared for all Cochrane reviews. Having paid staff undertake this work could ensure SoF tables and plain language summaries for all reviews in two years
	The amount of time used by authors to prepare SoF tables varies, but is not likely to be a major impediment for new reviews or substantive updates. The amount of additional time needed to edit SoF tables is also not likely to be a major impediment for new reviews and substantive updates. For minor updates the additional work needed to prepare and edit SoF tables would likely be an impediment and, as a consequence, SoF tables would likely not be added to reviews already in CDSR until a substantive update was undertaken. Without paid staff, this would likely take at least four years.
	This way of doing the work would take the longest to complete.

	Quality
	Having paid staff undertake this work would help to ensure the quality of the SoF tables and plain language summaries, and consistency across CRGs.
	Paid staff with the help of volunteers could help ensure the quality of SoF tables and promote consistency across CRGs. However, based on studies of structured abstracts generally and adherence with standards for Cochrane reviews, one could anticipate limited adherence and a limited capacity for enforcing adherence.
	This way of doing the work would be the least likely to ensure quality and consistency across CRGs.

	Burden on CRG editorial teams
	The main concern that has been raised about SoF tables is the additional burden that this would place on CRG editorial teams. Having paid staff would alleviate this concern to some extent, but would not eliminate it. Authors and editors would still need to be involved in preparing, reviewing, editing and approving SoF tables, and would need to make any necessary changes in the rest of the review identified in the process of preparing SoF tables. 
	Paid staff with the help of volunteers could help to reduce the burden on CRG editorial teams. Paid staff could help to ensure that SoF tables are prepared, but this would depend on authors and editorial teams doing the work.
	This way of doing the work would entail the greatest burden on CRGs, unless it was not mandatory, in which case it would likely not be done to a large extent.

	CRG capacity
	Paid staff could provide training and support to CRGs to prepare SoF tables and plain language summaries. This would ensure that there is sufficient capacity in CRGs to do this work for new and updated reviews.
	Paid staff with the help of volunteers could provide training and support to CRGs to prepare SoF tables and plain language summaries.
	

	Cost
	The cost of paying to do this would be roughly £250,000-300,000. Some reviewers and review groups preparing SoF tables themselves could reduce the cost.
	The cost of paying for a full time person to coordinate the work and provide support would be roughly £40,000 - £50,000. The cost could be reduced by hiring someone part-time or by hiring someone who could coordinate the work, but would not be able to provide support.
	This way of doing the work would not require any immediate investment of central resources. Some resources would still be needed in the future for programming.

	Efficiency
	This is likely the most efficient way of doing this work, but entails bearing the largest proportion of the costs centrally.
	This is likely less efficient than hiring staff to do the bulk of the work and would be more efficient than leaving it up to each CRG to undertake the work on its own.
	This would likely be the least efficient way of doing this work.
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