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Digital Compliance:  
Can Artificial Intelligence Safely  
Enable Field Personnel’s Use of Free  
Text in Pharmaceutical Call Notes Programs?

Introduction
Today’s pharma-industry call notes systems almost universally use only static dropdown checklist 
options while prohibiting free-text entries. And although many leaders think these dropdown-only 
systems enhance compliance, they actually hamper it by failing to meet today’s standards for  
organizational transparency. Indeed, dropdown call notes systems are in many respects a “head in  
the sand” option. For compliance officers, they create a sort of “see no evil, hear no evil, speak no 
evil” scenario based on the false hope that since no non-compliant activity is being reported, no 
non-compliant activity is occurring.  

With new advanced technology now available, it may be time for the biopharma industry to  
reintroduce free-text call notes, then collect and analyze those notes using artificial intelligence  
systems to bolster compliance, improve business intelligence, and provide better support to field 
teams. When implemented correctly, free-text call notes systems can help organizations become 
more productive and more successful while simultaneously improving compliance. 

This white paper provides a brief history of call notes, explains the initial move from free text to  
dropdown checkboxes, and makes the case for using artificial intelligence to reintroduce free-text  
call notes in a highly compliant manner. 

A Brief History of Call Notes
For decades, call notes have been used by sales representatives and other pharmaceutical  
company employees to document and track conversations with prescribers. When reviewed by a  
representative prior to each successive visit, these important records enable conversations to  
continue from one interaction to the next over a period of weeks, months, or even years.  

As recently as the 1980s, call notes were handwritten by representatives on paper forms and stored  
in boxes or binders. With the advent of field-based laptop computers and centralized data  
management, handwritten notes largely faded from use. Instead, field personnel typed their post-call 
notes into their company’s customer relations management (CRM) platform. CRM-housed call notes 
not only provided a basis for the next-call objective for the representative typing the notes, they also 
gave updated context to other  
team members or management  
staff that had reason to review the  
notes, yielded important marketplace 
information for marketers, and  
produced a formal compliance  
record for the organization.

In essence, early free-text call notes stored in binders 
or databases became ticking time bombs, lying  
buried until a compliance investigation was spurred  
by some unanticipated event such as a prescriber 
complaint
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Unfortunately, whether handwritten on paper or typed into CRM software, these early call notes  
systems created a significant compliance challenge in at least 2 ways. First, they allowed free-text 
input. Representatives could write/type anything they wished into their call notes, which became  
official records subject to regulatory scrutiny. Some representatives unwittingly recorded notes  
related to off-label promotion. Others noted conversations that suggested misleading promotion or 
failure to report an adverse event. Second, these early records were nearly impossible to monitor  
effectively. Even when such free-text notes were collected in centrally housed CRM databases,  
woefully under-resourced compliance teams had little hope of manually reviewing myriad individual 
notes in order to identify and correct potentially inappropriate activity.

In essence, early free-text call notes stored in binders or databases became ticking time bombs, lying 
buried until a compliance investigation was spurred by some unanticipated event such as a prescriber 
complaint. Only then were these incendiary notes brought to light, exposing the manufacturer and its  
personnel to potential fines and penalties, establishment of mandatory corporate integrity  
agreements, or worse.

The Move from Free Text to Dropdown Checkboxes
Around the time the OIG issued its guidance outlining the seven elements of an effective compliance 
program in 2005, it also seemingly stepped up enforcement of the anti-kickback statute.  Prior to this, 
business as usual in the industry led to years of unmonitored free text loaded with evidence of  
activity that pharma thought was OK at the time but turned out to be violative.  OIG investigators 
latched on to this treasure trove in support of its cases.  The cost to companies to sift through all of 
this in response to a subpoena was quite significant.  While company leaders still wanted to enable 
appropriate notes for use at the field level for business intelligence purposes, the perceived  
compliance risk embodied in free-text call notes based on this experience became too much to bear.  
In response, and even though it was the misunderstanding of the law that created the exposure and 
not the free-text itself, biopharma manufacturers sought call-notes solutions that would eliminate 
free-text input options. Over time,  
they revised their CRM systems to  
allow only certain specific input  
via dropdown checkboxes.  
Representatives could quickly  
mark, via dropdowns, what products  
were discussed, what materials were  
used, what approved selling points  
were made, and so on. Because the  
system gave no opportunity for  
a representative to make any  
reference to anything outside the  
dropdown list, there was no compliance threat. And because the inputs were extremely limited and 
standardized, the marketing and compliance teams could analyze the data with relative ease. In the 
end, the dropdown system was simple for the sales team, disallowed any non-compliant input, and 
was easy to evaluate and measure. The perfect solution, right? Not so much.

Regrettably, the dropdown solution turned out to be far less than perfect. 

2

Dropdowns fail to deliver complete information at 
many levels: they don’t provide an individual  
representative with rich context to guide the next  
call, they don’t give other field team members or 
managers adequate information to join the process 
efficiently, and they don’t provide the marketing or 
compliance teams with enough meaningful data to 
navigate marketplace challenges 
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   Dropdown Problem #1: Incomplete information
  Because the system’s input options are so constricted, the business intelligence produced 

from dropdown call notes isn’t so intelligent after all. Dropdowns fail to deliver complete  
information at many levels: they don’t provide an individual representative with rich context  
to guide the next call, they don’t give other field team members or managers adequate  
information to join the process efficiently, and they don’t provide the marketing or compliance 
teams with enough meaningful data to navigate marketplace challenges.   

 Dropdown Problem #2: No early warning of compliance issues
  By design, dropdown systems prohibit any reporting that even hints at non-compliant  

behavior or communication. Unfortunately, they don’t prohibit the behavior itself, just the  
reporting of it. And just as a patient who refuses routine screenings for blood pressure or 
blood sugar levels risks undetected disease, manufacturers that eschew free-text notes risk 
undetected compliance failures. In the end, dropdown notes systems have only limited value 
to compliance departments as they work to transparently monitor representative activity. 

  Dropdown Problem #3: Manual compliance processes
  In many firms, compliance is still largely managed with little more than hand-built  

spreadsheets. Indeed, according to a report by Oxial, a leading provider of web-based  
Governance, Risk, and Compliance (GRC) software, even though most larger organizations 
have their own compliance teams liaising with regulatory bodies and governments, they  
frequently still manage compliance manually. Such manual approaches can leave an  
organization “vulnerable to rapidly changing circumstances and at risk of facing penalties for 
non-compliance. It all means that attempting to stay on the right side of all this regulation can 
feel like a major challenge.”1

In some ways, dropdown call notes systems are a head-in-the-sand option. For compliance officers,  
they create a sort of “see no evil, hear no evil, speak no evil” scenario based on the false hope that 
since no non-compliant activity is being reported, no non-compliant activity is occurring. The truth is 
that a failure to monitor and call out non-compliant activity may actually encourage such activity. 

What’s more, as field teams become  
more and more frustrated with the  
severe limitations of the dropdown  
system, they simply use other means  
to record actual call events,  
essentially creating a ghost notes  
system that they and their  
colleagues use to remember  
HCP preferences, record key  
discussions, log important personal notes, etc. In reality, individuals and teams often circumvent the 
dropdown system through an array of notetaking and communication means that fall outside of the 
controlled platform: text messaging, email, social media, even reverting to handwritten notes. More 
ticking time bombs.

In some ways, dropdown call notes systems are  
a head-in-the-sand option. For compliance  
officers, they create a sort of “see no evil, hear 
no evil, speak no evil” scenario based on the false 
hope that since no non-compliant activity is being  
reported, no non-compliant activity is occurring.
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In response to these challenges, many compliance groups are now beginning to see the glaring 
weaknesses in the dropdown notes system. They realize that the most effective compliance program 
is able to “monitor for the potential evil, observe the potential evil, and correct the potential evil.” 
High-performing compliance departments need and want to be able to observe any non-compliant 
behavior early and deal with it quickly. They realize it may be time to once again offer representatives 
the ability to use free-text inputs, establishing a robust digital compliance capability that enhances 
the compliance function. Moreover, marketing departments can also benefit from free text since it 
yields rich input that can help them develop more productive messaging and materials. Finally, the 
prescriber-facing team can benefit greatly by free-text options and may even be able to entirely do 
away with their outside-the-CRM ghost notes systems. The challenge, of course, is to create a  
free-text call notes system that can be effectively monitored and analyzed with a minimum of  
human effort. 

Using Artificial Intelligence to Manage Free-text Call Notes
Artificial intelligence (AI) promises, for the first time, the possibility of establishing free-text call notes 
systems that can be effectively monitored and analyzed with a minimum of human effort. In fact, AI 
has the potential to profoundly improve compliance by enabling the crucial shift from  
stagnant dropdown checkboxes toward a full-throated embrace of free text and a true risk-prevention  
outlook—“not so much because of  
the cost issue, but because it will  
allow companies to re-imagine their  
processes,” says Dilip Krishna, chief  
technology officer for Deloitte Risk  
and Financial Advisory.2
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There is a new sense of urgency to embrace novel AI technologies like machine learning and natural 
language processing (NLP) to improve compliance productivity. Indeed, as described in the Oxial 
report, smarter organizations are  
already using digital compliance as  
“an automated approach that  
ensures compliance and takes  
the strain from beleaguered  
compliance teams.” 

As an initial consideration when deciding to utilize technology for process improvement, companies 
must decide whether to 1) invest in the resources to build the infrastructure themselves, or 2) partner 
with a vendor for such services. This “build or buy” question involves a host of sub-questions: If we 
buy someone else’s software, what are the detailed needs, the expectations? What is it going to take 
to implement this kind of change?  On the other hand, if we decide to build it ourselves, what are the 
costs and the timing and the staffing challenges, and do we have any internal expertise? 

Many pharma manufacturers may tend to favor their own homegrown systems, thinking that they can 
work to make sure the technology is applicable to our industry and the company’s specific needs, 
versus buying an off-the-shelf system that may miss the mark. So, one option is to expand your  
compliance function by adding AI technology. Some large pharma companies’ compliance teams 
have partnered with their artificial intelligence division for this exact purpose. 

Artificial intelligence (AI) promises, for the first time, 
the possibility of establishing free-text call notes  
systems that can be effectively monitored and  
analyzed with a minimum of human effort.

There is a new sense of urgency to embrace novel AI  
technologies like machine learning and natural language  
processing (NLP) to improve compliance productivity. 



© 2020 AMPLITY HEALTH 5

On the other hand, off-the-shelf options are entering the market. Veeva, for one, recently introduced 
a system that enables its customers to monitor free-text fields for compliance. According to a Veeva 
press release, their CRM Approved Notes “makes it easy for field reps to capture free text notes in 
Veeva CRM and leverage the power of artificial intelligence (AI) to save information without risk.”

In our research, the two most important factors in making such a decision are, 1) the technical  
challenges in building and maintaining such a system, and 2) the cost difference between building 
and buying. 

Amplity’s Vision for AI-based Free-text Call Notes
As a thought leader in pharma compliance, Amplity believes this may well be the time for the  
biopharma industry to harness today’s technology in new ways. We want to work together with  
manufacturers and compliance technology leaders to reintroduce free-text call notes, using artificial 
intelligence systems to bolster compliance, benefit marketing, and boost field teams. When executed 
correctly, these new call notes systems will help organizations become more productive and more 
successful.

In keeping with our commitment to digital compliance, Amplity envisions a free-text call notes  
system that uses AI technology to capture CRM-based call notes, analyzes them using natural  
language processing, and generates reports to support both compliance and marketing. As a side 
benefit, our internal research suggests that when field teams know their notes are being carefully and 
routinely scrutinized in near real time, they are more cautious about their writing and their interaction. 
As the old saying reminds us, “what gets inspected gets respected.” 

Our recommendation is to reintroduce free text with a real-time compliance monitoring component.  
We recognize that a change of this magnitude doesn’t happen overnight. But as compliance officers, 
we must acknowledge that times are changing and that we must move with those times to use new 
technology to do our jobs better. It’s time to move out of our comfort zone. We have the technology 
today to do this right, and we need to act. Digital compliance will deliver the transparency we need to 
really know what is going on with our field people as they interact with healthcare professionals.  

The diagram on page 6 provides a simplified view of Amplity’s concept of a digital compliance funnel. 
The system should be based on a CRM-based call notes system using dropdown options for certain 
items (e.g., products discussed, materials used, selling points made) as well as free-text input options 
for any additional information. The digital compliance process includes 4 key steps:

  Step 1: Data Collection
  The digital system should collect, in real time, all call notes input from the entire organization. 

If desired, the system could also collect emails and any other recorded conversations. 

  Step 2: Automated Analysis
  AI software should analyze all records, searching for compliance issues as well as  

marketing-related business intelligence. Bear in mind that this is far more than simple keyword 
searching. On the contrary, AI software employs natural language processing and machine 
learning technology to identify global issues, regional/local issues, and individual issues that 
bear scrutiny. All issues would be categorized as low, medium, or high compliance risks.  
Business intelligence findings would likewise be categorized according to a manufacturer’s 
specific needs (e.g., life-cycle position, indication, competition, dosing, AEs, price).



© 2020 AMPLITY HEALTH6

!!

Example

Examples of Data Analyzed
 •  Call Notes    •  Recorded Conversations

•  Text Messages    •  Emails   

Creates Daily/Weekly Report
for Compliance Team to

Digest and Act On

Amplity’s Vision for AI-Based 
Free-Text Compliance

Low 
Compliance Risk

Medium
Compliance Risk

High
Compliance

Risk

Poorly written internal
communication

Example
Discretionary Spending
Statement made inconsistent with 
approved messaging

Example
O� label promotion
Kickbacks
Failure to report Adverse Events

Criteria
Appearance of an issue 
that may not align with 
a company principal

Criteria
Violation of a 
company policy

Criteria
Potential violation of 
a law/regulation

  Step 3: Human Review
  The compliance team should execute in-person review of all low, medium, and high  

compliance issues based on a manufacturer-agreed timetable. In most cases, high-risk issues 
would be reviewed each day or even in real time as they arise. The compliance team could 
upgrade or downgrade any issue as required, and communicate these adjustments to the AI 
software for automatic inclusion in future analyses. Just like humans who become smarter in 
their jobs as they encounter more and different situations, machine learning technology learns 
from these reassessments and adjusts its algorithms in response. Business intelligence findings 
would be analyzed by the marketing and/or sales departments. 

  Step 4: Appropriate Action
  Based on its review of each compliance issue, the compliance team would take appropriate 

corrective action. In some cases, a global issue would warrant company-wide action. More 
often, a local or individual issue would warrant local or individual action.
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Conclusion
New technology continues to change the art and science of pharmaceutical compliance in profound 
ways. Now, artificial intelligence has advanced to the point that it can safely enable field personnel’s 
use of free text in pharmaceutical call notes programs. Amplity is committed to partnering with  
technological leaders in the compliance space and with our pharma-manufacturer partners to ensure 
that field-based programs are executed in the most compliant manner possible. At Amplity, we  
understand the industry’s concerns  
about free text and look forward to  
partnering with you on innovative  
field solutions to help achieve your  
goals. Our mission is to properly  
address and assist with these  
challenges and implement solutions  
that bolster compliance, benefit  
marketing, and boost productivity  
of your field team.
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At Amplity, we understand the industry’s concerns 
about free text and look forward to partnering with 
you on innovative field solutions to help achieve your 
goals. Our mission is to properly address and assist 
with these challenges and implement solutions that 
bolster compliance, benefit marketing, and boost  
productivity of your field team.


