
1 
 

 

Enhancing Commercial Effectiveness 

in a Compliant Culture 

A CCC and Rx Compliance Report Analysis 
 

 
 
 
 

Executive Summary 
 

 
 

  To meet the needs of patients and to increase revenues and profitability in a compliant 

culture, companies must ensure that internal marketing and other commercial 

departments and promotional agencies are perfectly aligned with the company’s 

compliance goals. 

 
  Alignment helps to achieve key business objectives, streamline processes and improve 

coordination.  Misalignment jeopardizes marketing efficiency, effectiveness, and impact, in 

addition to increasing regulatory and legal risks. Here are topline findings spotlighting 

misalignment: 

 
o Regulatory professionals lose 25% of their time redlining agency materials 

submitted by internal marketing departments due to regulatory knowledge gaps 

 
 This does not include legal, medical, compliance  or marketing time lost 

 
 A focus on rewrites (by necessity) means that Regulatory has less time to 

optimize claims and review more materials more quickly 

 
 Moreover, this inefficiency costs the company approximately $1 million/year 

in regulatory staff time lost to rewrites 

 
o It is also estimated that one promotional agency can waste $100,000 per/brand/ 

year developing and rewriting noncompliant materials (figures are for a small 

brand). Most large companies use as many as ten agencies which can add up 

to another $1 million/year in financial waste. 
 

  Cost-effective educational tools and techniques close costly regulatory knowledge gaps, 

speed up the promotional process and increase marketing excellence.  
 
 
 

Plan of Action: reduce risk and support the business by addressing 

vulnerabilities related to basic regulatory knowledge within the 

marketing department and among promotional agencies. 
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White Paper Purpose 

 
 

  Arm management with new information on the cost implications and decreased 

efficiencies from regulatory knowledge gaps 

 
  Confirm this disconnect with hard numbers, helping move the discussion from the 

theoretical and anecdotal to the concrete and tangible 

 
  Identify job-relevant, cost-efficient, easy-to-implement tools and techniques (e.g., 

competency testing) to further increase operational effectiveness by closing 

knowledge gaps and maintain current regulatory knowledge 
 

 

Survey Findings 

 
 

Proper internal alignment between regulatory compliance, marketing communications and 

their vendors can minimize the following three vulnerabilities: 
 

 
 Benchmark Research One† shows that regulatory competence is uneven; all members 

of the marketing team must be at the same baseline of knowledge when it comes to 

regulatory compliance fundamentals to deliver operational efficiency 
 

 Vulnerability: Marketing professionals and agency staffers are incorrectly 

answering basic regulatory test questions – indicating knowledge gaps – 

on such fundamental issues as risk communication, reminder and disease 

state awareness ads, use of spokespeople and websites 
 

 
 

 Benchmark Research Two‡ found that regulatory compliance professionals believe there 

are important disconnects between regulatory compliance and marketing communications 

when creating many types of programs or tactics including digital initiatives, media tours, 

press releases, advisory board meetings, speaker’s bureaus, and slide kits. 

 Vulnerability: Disconnects increase tension and – more importantly – can 

result in the creation and distribution of violative materials.  Disconnects 

also increase the inefficient and wasteful use of expensive staff time. 
 

 
 

 Benchmark Research Three§ revealed that respondents believe that unnecessary 

hours are lost because promotional agencies have not been required to confirm 

regulatory knowledge competency by passing a basic test 
 

o Vulnerability: Promotional regulatory professionals participating in this 

survey estimated that on average, 40 hours are lost monthly to rewriting 

materials submitted by untrained agencies.  Based on an industry standard 

of 1800 working hours in a year, these lost hours represent more than 25% 

of a regulatory professional’s time. 
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This can result in more than $200,000 in time wasted by every three regulatory professionals 

working with agency staff not proficient in regulatory knowledge and guidelines.  Large 

companies may employ 12-15 regulatory professionals, which translates into ~$1 

Million/per year in wasted time.  (This does not factor in time lost by medical, legal, 

compliance or marketing.)   

 

Further, data show that $100K - $150K per product/year in agency fees could be wasted 

unnecessarily when account teams rewrite materials deemed non-compliant by clients. 

Specifically, the agency team must respond to/address changes requested by the 

promotional review team; re-work documents for marketing impact; and finalize the 

campaign materials for production. 

 
 This assumes that the average cost of an agency professional is $100/hr. which is 

low; the average cost of a mid- level ad agency professional is $180/hr., with rates for 

all levels ranging from $100-$550/hr.   

 

  This also assumes that only three staff members are assigned to a brand at a total of 

$300/hr. This is slim; the core team minimally includes an AE, art director, and 

copywriter.  For large volume of work, they are supported by editorial, production, 

and project coordinator.  

 

‘Re-work’ time is in addition to original development time for the noncompliant materials 

submitted in the first place.  
 

 
 

Marketing Excellence: Three Pillars 
 

 
Educating marketing departments and agencies on the regulations and confirming mastery 
of the information through competency testing can help companies to achieve “Three Pillars 
of Marketing Excellence”: 

 
Marketing Efficiency:  testing increases marketing efficiency by reducing the number 

of rewrites required for heavily redlined marketing materials.  Fewer rewrites shorten 

each review cycle and reduce the overall number of review cycles.  Less time is 

spent reviewing non-approvable materials, a process that drains human resources, 

costs money and takes time away from a focus on optimizing claims. In addition, 

agencies spend less time overall on each campaign by submitting promotional 

materials that are compliant earlier in the process. 
 
 

Marketing Effectiveness:  testing increases marketing effectiveness: big ideas are 

presented in compliant terms from the outset (fewer non-starters). The result is that 

more compelling, nonviolative sales materials get into the market more quickly. 
 

 
 

Marketing Impact:  a more efficient process increases the ability to protect and 

enhance public health because there is an accelerated transfer of accurate and 

balanced heath information about drugs and devices. 
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Conclusions 
 

As external regulatory enforcement tightens, companies must systematically eradicate 

internal vulnerabilities that reduce business efficiencies while increasing risk.  Benchmark 

survey findings in this White Paper shines a spotlight on a basic problem: regulatory 

knowledge gaps that impact marketing excellence and commercial effectiveness. 
 

Data on the high cost of unnecessary rewrites for noncompliant materials moves the value 

of regulatory compliance education from the theoretical and anecdotal to the concrete and 

tangible.  Compliance education including competency testing is a cost-efficient, easy to 

implement, and effective solution which can deliver quantifiable savings in both the near- 

and the long-term. 
 
 

Targeted, dynamically-updated regulatory compliance testing at key junctures will 

effectively diagnose knowledge gaps, confirm mastery over basic regulatory information 

and maintain compliance competency. 
 
 

By aligning regulatory compliance and marketing communications around a common 

understanding of promotional compliance, companies can increase the efficiency and 

effectiveness of marketing activities and maximize operational excellence. In addition, 

marketing impact will be enhanced, defined as contributing to better public health and 

helping to ensure that the company meets the needs of patients waiting for our 

medicines.  Marketing impact: 
 
 

■  Deepens HCP insights into appropriate interventions 
 

■  Enhances patient decision-making and fuels a more empowered consumer 
 

■  Informs pharmacy counseling behavior 
 

■  Showcases the value of accurate and balanced medical communication to policy- 

makers and patients, helping to enhance the industry’s reputation 
 

 
Addendum and References 

 

Questions Answered Incorrectly 
 
 
Q: Indicate which two statements reflect the PhRMA Code in regard to third-party spokespeople: 

A.  Third-party spokespeople may not be paid to speak with the media 

B.  Third-party spokespeople must have published in peer-reviewed journals on the subject 
area on which they are speaking for the company 

C.  The total number of spokespeople in a speaker's bureau must correlate with what is 
needed to achieve the firm’s business purpose (correct answer) 

D.  The spokesperson services contracted for must meet a legitimate and documented need, 
and payment should represent the fair market value for services provided (correct) 

E.  Every consultant who speaks for a company in support of a prescription drug must have 
an MD, a PhD, or a PharmD degree 
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Questions Answered Incorrectly (continued) 

 

Q. Which of the following features of a company's product website does the FDA regard as 

potentially being subject to its enforcement authority? 

A. Statements or conclusions about product safety and/or efficacy for drugs still under 

investigation 

B. Lack of fair balance in promotional information about approved products 
 

C. Links to other sites that contain promotional information about uses that are off-label for a 

product 

D. For drugs that have already been approved outside of the U.S., information about the 

product that might be allowable in those countries but is misleading on a Web site accessible 

by U.S. residents 

E. All of the above (correct answer) 
 

 Q:  Which statement is true with regard to Disease Awareness Web sites and Disease 
Awareness promotion: (select the best answer) 

A. A company marketing a drug under accelerated approval (subpart H) should never create a 
Disease Awareness Web site for the disease being treated 

B. A company can execute a disease awareness campaign for a drug with a New Drug 
Application, only if it has a drug already approved in that therapeutic category 

C. A company can execute a disease awareness campaign as long as it identifies all of the 
treatments available for that disease 

D. If a company is the only manufacturer of an approved product for a disease, FDA may 
deem its Disease Awareness Web site to be promotional (correct answer) 

E. All of the above 

F. None of the above 
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