Summary of Findings (SoF) table guidelines for CMSG
Creating summary of Findings Tables
CMSG authors can use GRADEpro, a software available at http://www.cc-ims.net/gradepro to create a Summary of Findings (SoF) table to later import into a Review Manger file. GRADEpro will create the table but also facilitate GRADEing the evidence in the review.
GRADEpro is set up to make it easier to fill in the 3 key parts of a SoF table:

i. information about the review (top part of SoF)

ii. summary of the statistical results (first columns of the SoF)

iii. grade of the quality of evidence (second last column and footnotes of the SoF).

Overall tasks to create a SoF table:
1. After downloading GRADEpro, open GRADEpro. Choose <New Profile> in the welcome screen and name the file.
2. Create Profile Group Name

a. if you are working with a Review Manager file, import the data from RevMan file. From the <File> menu choose <Import From » Review Manager> and select the Review Manager 5.0 file (RevMan file) from which you want to import the data.
b. If you enter data from a systematic review, name the profile group (usually the overall topic of the review).
3. Create a profile (comparison)

a. if you imported data from a RevMan file, the title of your review (profile group), the 'comparisons' and the outcomes were imported. The ‘comparisons’ are translated into separate profiles which are individual SoFs. You can expand each profile on the left hand side to see the outcomes which were imported.
b. if you enter data manually, create a profile for each comparison (detailed health care question) in the review
4. Choose a comparison/profile. To fill in the top section of the SoF table with the ‘PICO’, add or edit the information in the right hand panel: health care question, intervention, comparison, setting, etc., and bibliography and authors.
5. Create, move, or delete outcomes

a. if you imported data from a RevMan file, the outcomes that have meta‐analyses were imported. You will need to decide on the 7 outcomes important to decision making (e.g. patient important) to include in the SoF [please consult the editorial office] and delete the others; and add any outcomes which did not have data but are important. Ensure the names of the outcome are understandable to a general audience.
b. If you enter data manually you will need to create the outcomes
6. Select an outcome. For each outcome there are 2 sections: Summary of Findings screen and the Quality Assessment screen.
7. Select the Quality Assessment screen. Complete it by first confirming whether data has been ‘pooled’, ‘not pooled’, etc. Confirm the number of studies and choose the type of studies. Assess the quality of evidence for the outcome by downgrading or upgrading evidence according to GRADE criteria and enter footnotes when necessary or required.
8. Select the Summary of Findings screen. Confirm the data that were imported or add data manually. If data were imported, enter optional data (e.g. assumed risks, scale descriptions; follow‐up; event rate denominator, and footnotes).
9. Repeat (#9 and #10) for all outcomes in the profile.
10. <Preview SoF table> and double check presentation and edit if necessary. Do not skip this step.
11. If there is more than 1 comparison of importance in the review, you can repeat (#4 to #11) for all profiles to create another SoF table.
12. When satisfied with the table, choose from the <File> menu <Export as >> Review Manager SoF>. Name the file (it will be a .sof file). This file can be imported into RevMan. Alternatively you can save the file to another format if desired, but it cannot be imported into RevMan.
13. To import into a RevMan file, open your RevMan file, in the left hand panel expand <Tables>, click on <Summary of Findings Table>. In the right hand panel select the box <Add Summary of Findings Table> and follow the wizard.
Please note that a SoF table should have a maximum of seven most important outcomes. Consult the editorial office (at cmsg@uottawa.ca or Renea.Johnston@med.monash.edu.au) for a list of recommended outcomes. 
Reviews with more than one main comparison require separate SoF tables for each comparison and each table should have the seven outcomes.
Some tips 

1. Choose your main comparisons (called profiles in GRADEPro) and the seven outcomes to include in your SoF tables and these should include both harm and benefit outcomes. The outcomes should be patient important outcomes. If a surrogate outcome is used, the patient important outcome for which it is a substitute should be stated.

2. Create an e-file for your GRADE/SOF tables. It can have the same title as your review title and will be a spot to keep your working tables/files. 


3. Check the review out of Archie; make sure you have completed the analyses in RevMan 5 and saved the file in your e-file. 

4. Open GRADEPro and import the data from RevMan – data from all analyses will be imported, therefore, you must select the comparisons/outcomes you wish to include and delete the rest. 

TIP: in Archie, select your review > go to ‘history’ > click on the most recent version > choose ‘view’ > choose ‘view graphs’ > view graphs > print all the graphs so you can refer to and select the correct ones. If you have a pdf writer program, you can print/save it in pdf to share with co-authors.
5. Click on the comparison on the left of the screen to bring the data onto the screen. 

6. Delete the comparisons/outcomes you do not wish to include; add comparison/outcomes that you identified as important but for which you could find no data – this also gives important information in the SoF table. 

7. Double click on an outcome to open up the data file in one of two views ‘go to quality assessment’ and ‘go to summary of findings’. Complete the information for all fields in one view (‘go to quality assessment’) then select the second view (‘go to summary of findings’) and complete the information for all fields. 
TIP: in RevMan 5, you may find it handy to print your Risk of Bias summary table so you have the info in front of you to complete the ‘quality assessment’ view.

TIP: in GRADEpro, click on ‘view’ in the toolbar and select ‘summary of findings table’ to get to the PREVIEW PANE. Fill in the NNT, Absolute risk difference and relative percent change values for each outcome in the comments column. Note that NNT should only be calculated for those outcomes where a statistically significant difference has been demonstrated. (For outcomes where NNTs are not calculated, state ‘non-statistically significant’ in the comments column.)   
TIP: You can use the online Cates calculator for NNTs for dichotomous outcomes (see page 5 here below). Contact CMSG Editorial Office (at cmsg@uottawa.ca or Renea.Johnston@med.monash.edu.au) for NNTs for continuous outcomes.
8. View the SOF table – if it has all the information you wanted, export it as a *.sof file and save it in your e-files. 

TIP: To present the mean baseline risk from the studies included in meta-analysis as the only assumed risk that will appear in the Summary of Findings table, delete the check mark in the other checkboxes – low, medium and/or high (here colored orange  for emphasis in the ‘go to quality assessment’ view).

[image: image8.jpg]Table 1. Baseline characteristics of the patients.

Characteristics Methotrexate, Placebo,
n=17 n=18
Male, n (%) 13 (76) 11(61)
Age, yrs* 3210 38£10
Duration of discase since first symptoms, yrs* 9548 5745
Duration of discase after diagnosis, yrs* 58+7 2345
Previous treatment with sulfasalazine, n (%) 6(33) 5(29)
Inflammatory back pain. n (%) 1482 16 (89)
Previous peripheral joint involvement, n (%) 14(78) 1271
Peripheral joint involvement at time of study. n (%) 11 (65) 10 (56)
Morning stiffness > 45 min, n (%) 8 @7) 422
Morning stiffness, 0 to 100 mm VAS* 47£30 30+28
Physical well being, 0 to 100 mm VAS* 53+20 52£21
BASDAI* 50+2 4412
BASFI* 4743 3542
Physician global assessment, 0 to 100 mm VAS* 49 30 30£20
Patient global assessment, 0 to 100 mm VAS* 46£31 46 +28
HAQ-S 17£05 1503




TIP: save each SOF with the name of the comparison. You may find it handy to print out copies so you can refer to. 
9. Open the RevMan 5 file > Tables > Summary of Findings table > add a summary of finding table (the new SOF table wizard will open) > import the table form a file created in GRADEprofiler (table will be read only). Find the file in your e-files (*.sof extension) and open it (follow instructions on screen). Note that you can only import files with *.sof extensions. Repeat with each SOF table you wish to include. Insert a link to the SOF table in the text.
Calculating absolute risk difference and relative percent change  
Dichotomous outcomes                                     

(Example from Cochrane review on Adalimumab for treating rheumatoid arthritis1). 

Absolute risk difference – use the Risk Difference statistic in RevMan to generate the analyses graph (see Figure 1) and report in the table as a percentage. Note that the direction of effect is reported as either ‘x more’ or ‘x fewer’.  Also report the 95% confidence interval in the row below. E.g. 0.30 = 30% (16, 45)

Figure 1: RevMan Analysis for ACR 50 using Risk Difference 
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Relative percent change – is calculated using the Relative Risk display in RevMan (see Figure 2).  Relative Percent change = RR-1.  
Using Figure 1, Relative percent change = 3.73-1 = 2.73 = 273%.  Report as a percentage.  Percent change is always represented as a positive number and improvement is indicated with (I) and worsening as (W). 
Report the 95% confidence interval as well. E.g. (121%, 529%)
Figure 2: RevMan Analysis for ACR 50 using RR
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Number needed to benefit (NNTB) OR Number needed to harm (NNTH) – To calculate NNTB or NNTH, we recommend using the Visual Rx NNT calculator2 on the web: http://www.nntonline.net/ebm/visualrx/try.asp.  You will need to “Start Visual Rx” to calculate the NNTs.

Figure 3 below is the screen presented to you when you start Visual Rx version 3.  You will need to reset it then fill in the fields using the data from the RevMan analyses in Figure 2 (including Baseline Risk, Relative Risk, Confidence intervals, and whether the event is an adverse event).  Read the online help file for details on each field of the calculator: http://www.nntonline.net/ebm/visualrx/help.asp
Baseline Risk:  The baseline risk percentage should be determined from an estimate of the prevalence of the condition in the population of interest. If this number is difficult to obtain, you may use the pooled control event rate (CER).

Control group event rate– is the number of events in the control group divided by the total number patients in the control group. Using Figure 2 above, the control event rate = 56/532 = 10.5%.

Note: This pooled CER is dependent on the characteristics of the patients entered in each trial (amongst other things) and you may need to adjust this using other information to estimate the baseline risk of a particular patient group before calculating NNT for that group. 
Statistical Method: Visual Rx allows you to choose the following statistical methods from the drop down menu:  Odds Ratio, Relative Risk, Risk Difference and Experimental Event Rate (not recommended for pooled data).  For beneficial events only the ODDS RATIO should be used.  For adverse events, any statistical method can be used.    

Confidence Intervals (CI): Enter the upper and lower CI of the Odds Ratio, Relative Risk Reduction, Relative Risk or Risk Difference and Visual Rx will generate an upper and lower CI for the NNT.

Figure 3: First screen of Visual Rx
Visual Rx Version 3

Tip: Example data has been loaded to familiarise you with Visual Rx, click the Reset button below to remove it.
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Adverse Events Recorded: 

For an adverse event: the default in Visual Rx is to calculate adverse events.  Ensure that it is checked when calculating the NNT for an adverse event.   

For a beneficial event:  UNCLICK the adverse event recorded box to calculate the NNT for a beneficial event.
Continuous outcomes using the same scale (Weighted Mean Differences)                                     
(Example from Cochrane review on methotrexate for ankylosing spondylitis3
Control group baseline mean - there are two options for filling in the baseline mean of the control group: 
9. Of the included trials for a particular outcome, choose the study that is a combination of the most representative study population and has a large weighting in the overall result in RevMan. Enter the baseline mean in the control group of this study. See Figure 4 for the baseline from the most representative study (Gonzalez-Lopez 2004). 
9. Use the generic inverse variance method in RevMan to determine the pooled baseline mean. Enter the baseline mean and standard error (SE) of the control group for each trial (note: SE=SD/√n). The analyses graph will provide the pooled baseline mean. See Figure 5 for an example. The pooled baseline mean is 4.1.

Figure 4: Baseline characteristics of the patients from the Gonzalez-Lopez 2004 study which was identified as the most representative study. (Option #1 to calculate baseline mean)



Figure 5: Mean baseline calculated in RevMan using the Generic Inverse Method. (Option #2 to calculate baseline mean)
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Absolute risk difference – obtain the WMD from RevMan analysis graph (see Figure 6). This determines the number of points changed on the scale as a result of the intervention. Divide the WMD by the number of points on the scale to obtain the change in percent.  The BASDAI is a 0 to 10 scale, therefore the absolute change = 0.97/10 = 0.097.  Report the number as a percent = 10%. 

95% confidence interval: Perform the same calculation as above using the 95% CI in the RevMan graph (Figure 4). For example, -1.22/10 = -12% and 3.15/10 = 32%. 

Figure 6: RevMan Analysis for BASDAI using Weighted Mean Difference (WMD) 
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Relative percent change – is calculated as the absolute benefit divided by the baseline mean of the control group. There are two options depending on the control group baseline mean. 

1. Absolute change or WMD is divided by the baseline from the most representative study used in column B in Table 1 and expressed as percentage =  0.97/4.4 = 0.220 = 22%.

2. Absolute change or WMD is divided by the pooled baseline measure as determined by the generic inverse variance method (Figure 6) and expressed as percentage = 0.97/4.1 = 24%. 

95% confidence interval: Perform the same calculation as above using the 95% CI in the RevMan graph (see Figure 6). In this example, we use the result from Option 1. For example, -1.22/4.4 = -28% and 3.15/4.4 = 72%. 

NNT - The NNT can be calculated for statistically significant continuous outcomes using the Wells calculator software which is available at the CMSG editorial office. This procedure requires that the review authors identify an effect size as a minimal clinically important difference (MCID) for a particular outcome. The software is based on the theory of Norman and colleagues4 of determining the NNT based on achieving the MCID on the continuous outcome. 

Statistical Significance – Determine if result is statistically significant based on the WMD.

Continuous outcomes using different scales (Standardized Mean Differences)
(Example from Cochrane review on subacromial corticosteroid injection versus placebo for shoulder pain5) 
When different scales are used, standardized values are calculated and the absolute and relative changes are put in terms of the most often used and/or recognized scale.

Figure 7: RevMan Analysis for improvement in pain using Standardised Mean Difference (SMD)
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Control group baseline mean - there are two options for filling in the baseline mean of the control group: 
1. Of the included trials for a particular outcome, choose the study that is a combination of the most representative study population and has a large weighting in the overall result in RevMan. Enter the baseline mean in the control group of this study. The method for finding the baseline is similar to the method used for the WMD example above. The baseline of the most representative study (Petri 1987) is 2.12. 
2. Use the generic inverse variance method in RevMan to determine the pooled baseline mean. Enter the baseline mean and standard error (SE) of the control group for each trial (note: SE=SD/√n). The analyses graph will provide the pooled baseline mean.  This method is similar for that used for the WMD example above.

Absolute risk difference – obtain the SMD from the RevMan graph in Figure 7. 

Option 1- Multiply the SMD by the baseline standard deviation in the control group as calculated above, Option 1.  Standard deviation of the control group baseline mean was reported as 1.14 from the Petri study, therefore Absolute change = SMD x SD = 0.83 x 1.14 = 0.95.  Divide by the scale (0 to 5 point scale) = 0.95/5 = 0.19 and express as a percent =19%.  Note that the direction of effect is reported as either ‘x more’ or ‘x fewer’ points on the scale. 

95% confidence interval: Perform the same calculation as above using the 95% CI in the RevMan graph (see Figure 7). In this example, we use the baseline result from Option 1. For example, for the lower confidence limit, 0.39 x 1.14 = 0.44. Divide by the scale (0 to 5 points) = 0.44/5 = 0.09 and express as a percent = 9%. 
Perform the same calculation for the upper confidence limit. 1.26 x 1.14 = 1.4. 
1.4/5 = 0.29 or 29%.   

Relative percent change – is calculated as the absolute benefit divided by the baseline mean of the control group. Use the baseline measure as calculated, Option 1 above and express as a percentage. E.g. 0.95/2.12 = 0.45 = 45%

95% confidence interval: Perform the same calculation as above using the results for the absolute change of the upper and lower 95% confidence limits. In this example, we use the baseline result of the control group as calculated, Option 1 above. For example, for the lower confidence limit, 0.44/2.12 = 0.21 and express as a percent = 21%. 
Perform the same calculation for the upper confidence limit. 1.4/2.12 = 66%.   
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