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Product development has become more complex and multi-layered. Shifts in regulatory requirements, globalization, payer 
requirements, and new technologies are putting pressure on companies to do more with fewer resources. As leadership teams rise  
to meet the new bar, they are able to incrementally improve budgets and timelines by streamlining individual functional output within 
established frameworks of ownership. However, extra effort in isolation does not typically create significant overall gains. 

In our experience, substantial time and cost efficiencies require strategic re-thinking of established paradigms, bridging of functional 
lines, and creation of new technology-enabled approaches across the framework. We will use an example of a large narrative project  
to demonstrate the transformative power of this approach.

A large narrative project is typically 
divided into several stages: 

•  Biostatistics/Programming 
group produces the data 
listings and patient profiles

•  Medical Writing group 
authors narratives

•  Pharmacovigilance/safety 
physicians provide  
clinical review

•  Publishing creates the  
final package 

The work is carried out in silos starting with draft listings/outputs leading to multiple rounds of authoring and output review  
leading to increased cost. 

The clinical review step can be used as the example with the most negative financial and timeline impact. Typically, safety groups 
hire temporary physicians to support large projects. Alignment suffers, as the study safety physician struggles to fulfill study-related 
responsibilities and oversee the team of physicians doing the narrative review. Divergent review comments results in inconsistencies  
in the narratives produced and adds to the number of drafts generated.  

Another example is the generation of the programmed outputs required for narratives. The work is typically subcontracted to another 
independent group and the outputs aren’t generated until after completion of all required tables/listings and are not adequately 
validated, leading to errors and missing information required for narratives. In our experience, in approximately 60% of projects, 
narrative authors and QC personnel find errors in patient profiles. When such omissions are found, 80% of the time, authors resort to 
other listings to fill in this information resulting in greater labor costs.

Finally, regulatory operations are typically not consulted during the process, which results in this group receiving large volumes of files for 
publishing in a format that may require additional augmentation, a cost that can be completely avoided by authoring in compliant format.
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Synchrogenix is applying their thirty plus years of experience in authoring and review of large patient narrative projects to create a 
centralized, truly cross-functional patient narrative authoring paradigm. Regulatory writing professionals are uniquely positioned to 
help bridge functional lines and drive 
new approaches across the framework. 
We work side by side with sponsors to 
understand the limitations and identify 
opportunities in their current process 
to create efficiencies for large narrative 
projects through a three-part approach 
focused on:

•  Implementation of innovative  
technology to alleviate the burden 
of manual manipulation

• Focus on removal of silos 

• Appropriate process changes

Solution

Changes in Technology
Synchrogenix uses Artificial Intelligence (AI) technology, which allows for rapid high-volume tech-enabled document 
authoring. The AI-assisted writing tool is pre-configured with the agreed-upon flexible patient narrative framework (including 
any publishing specifications) and can generate 80% of a first draft within several hours using the raw database data, without 
necessity to await production of patient profiles. This technology creates consistency, which lowers quality control and review 
cycle time and burden. Additionally, this process can generate thousands of narrative drafts in a matter of hours, removing the 
need for pre-writing from draft data to achieve target timelines. 

Synchrogenix then uses their AI tech-enabled software, which allows all source materials to be easily viewed by the authors  
and reviewers, without the need to toggle among various documents. Version control issues are eliminated, as documents 
remain within the framework throughout the production cycle.

Synchrogenix has the ability to manage thousands of narratives through their service to full completion, including review,  
in less than thirty days. 

Breaking Down Silos
Synchrogenix is dedicated to going beyond a transactional relationship with sponsors to a true partnership. In practical terms, 
this means bringing the efficiency conversation out from the authoring silo to examine the entirety of the process. Synchrogenix 
engages with sponsors to review internal processes, understand typical functional expectations, and make recommendations for 
streamlining and cost-savings that come from breaking down functional barriers.
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Synchrogenix provides regulatory and communications strategy, science, and solutions to life science companies 
worldwide. Our regulatory expertise and innovative technology bridges the full regulatory continuum to propel 
treatments to the market by meeting the needs of all stakeholders and improving public health outcomes. 

© Copyright Synchrogenix 2018

For more information, visit our website at www.synchrogenix.com or email contactus@synchrogenix.com.

Changes in Process
Each sponsor and individual sponsor function have varying tolerances to changes in process. These tolerances are in part 
determined by the active Standard Operating Procedures (SOPs) and in part by historical expectations. While it is possible to 
remove some barriers, in some cases there is no such room. Synchrogenix’s patient narrative process, when implemented 
cohesively, results in the greatest efficiencies. However, it is also flexible enough to accommodate specific sponsor 
requirements maintaining a significant level of impact. Specific process changes that enable the most effective use of our 
innovative technology are as follows:

•  Synchrogenix requests raw data from clinical and safety databases, eliminating the pre-requisite of patient profile 
programming, saving up to four weeks of programming time and cost-savings in generating the clinical data outputs 
required for narrative authoring. The churn related to profile programming errors and omissions is also eliminated.

•  Synchrogenix utilizes an Integrated Clinical Review Team with a single point of contact to the sponsor’s safety physician 
for review and validation of specific cases. This approach eliminates the churn and, consequently, the budget drain. 
Synchrogenix’s Clinical Review Team is trained specifically in review of narratives and cohesive approach to safety issues.

•  Synchrogenix works within the authoring and review workflow that eliminates version control and document transfer 
issues and generates output in the final package framework without any need for re-arrangement. This approach leads to 
substantial reductions in publishing timelines.

Solution (Continued)

Synchrogenix’s thirty plus years of experience provides a unique advantage. Our proposed solution does not focus on technology alone, 
but rather a cohesive multi-faceted approach, informed by many successful real-life projects ranging up to 6,500 narratives in scope. 

Through true partnership with sponsors and implementation of innovative technology (supported by changes in process and functional 
behavior), Synchrogenix is evolving the narrative process, as one of the many solutions aimed at meeting the needs of the evolving 
paradigm of product development. 

Benefit


