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Question Response  

Are TransCelerate looking 
to measure the impact of 
QTLs?   

As part of the “Interpretation of Guidances and Regulations” initiative, TransCelerate has put 
in place a workstream dedicated to tackle the Integrated Addendum to ICH E6(R1) that 
mentions the use of Quality Tolerance Limits (QTLs). A detailed guidance from TransCelerate 
on QTLs will be soon launched that will contain description, detailed steps, activities and 
considerations to implement the use of QTLs.  
 

Where do you believe is 
the best place to measure 
improvements in quality 
after implementation of 
RBM?  

The challenge with moving to Source Data Review (SDR) is that there are still a lot of 
companies conducting full Source Data Verification (SDV or full transcription check), even 
though SDV has been proven to be of less value. The sponsors and CROs that have already 
implemented SDR should consider going further and continue to reduce SDR.  And if they are 
still doing some SDV, consider reducing that also.  
I think that focus on critical data and identifying what are the most value-add activities to 
have CRAs do while on-site, focus on SDR, not transcription checking.  Targeted SDR levels 
will likely differ for different trials based on the high/medium/low risk assessment done at 
the start of the trial.  Consider using SDV for critical data only, and again, less SDV for lower 
risk trials.  
 

Is risk-based data 
management accepted by 
Heath Authorities?  

Not just accepted but endorsed.   Heath authorities have been encouraging sponsors to do 
targeted approaches.  There are published papers that show that data corrections have very 
low to negligible impact on final results, so health authorities are endorsing lower SDV on 
trials.  
 

Has the TransCelerate 
RBM method been 
audited by heath 
authorities, have studies 
been submitted for 
marketing approval?  

Anecdotal experience from some TransCelerate members is that they have submitted RBM 
trials in marketing applications and a number of inspections have been done by regulatory 
reviewers on those trials.  There have been some questions and comments from inspectors 
but not significant findings.  Some companies have also used those comments and questions 
from inspections to evolve their RBM model and continuously improve.   
 

What is RBM capability to 
identify, trend and 
calculate Important 
Protocol Deviations (IPD) 
incidents in reporting as a 
metric? 

It is a challenging metric to measure, but it is an important topic.  Member company 
experiences indicate there have been some unusual patterns, and teams cannot always tell 
what the unexpected findings mean.  It may be how IPDs are managed by teams, particularly 
if there is inconsistency across teams in categorization or grading the IPDs.  The incident of 
IPDs in a trial may be reflective of quality but it relies on consistency of definition and 
interpretation by study teams. 

How do we measure if 
RBM is good enough?   

It’s all part of a bigger picture and linked to defining risk for a study.  If we define and are 
clear about the risks up front, then RBM should be able to monitor and measure to identify 
when things don’t go as planned, and allow teams to take action in a timely way, prior 
something becoming a bigger problem (like a QTL breach).  The RBM components all have an 
effect and are impacted by each other; things like how well protocols are written, is the 
protocol easily executable, is the risk assessment performed appropriately, is the trial team 
identifying when things are going off track.  Also needed is a governance structure to find out 
if the model is working well, how are they working together.  QTLs are also connected, QLTs 
will take us to a new level of measuring.  When QTLs are in place, RBM strategy will be more 
accurate, QTLs will help RBM be a more robust process. 
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Are there any areas that 
companies are doing 
100% review?  

Responses from member companies indicate a variety of practices.  Some companies may be 
more or less risk tolerant than others.  Many companies look at 100% of Informed Consent 
data; some SDV this data, some SDR this data.  Other data review percentages are variable 
based on different risk-based factors (like risk level of the study), or critical data 
identification (like screening data, endpoint data).   
Also, different functional areas are looking at data from different perspectives (e.g., CRA 
perspective, Statistical Monitoring may look at statistical differences between sites, inter- vs 
intra-subject review, other reviews may look at consistency checks, or KRIs may be used to 
identify sites that might need more support or targeted review etc.).   
All of these different perspectives and identifying the critical data and critical processes 
within these perspectives leads to higher quality data, greater patient protection.  
 

When companies measure 
RBM trials against non-
RBM trials, do you analyze 
if studies can be 
compared and how? 

It depends on how the non-RBM studies are done.  Currently for some companies, all trials 
are RBM trials, although their RBM models maybe slightly different.  It depends on how you 
define RBM vs non-RBM.  The fewer non-RBM trials a company conducts, the more difficult 
it will become to compare the two methods.   
Yes, a company can compare information between the two methods.  
In the end you will want to get the same results (good data quality and patient safety), so the 
comparison should be based on that. 
 

 


