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INTRODUCTION
Material review is a critical function of the Medical A�airs team in pharmaceutical companies. This function is 
responsible for ensuring that all material – commercial or scienti�c exchange – contains accurate information 
that can be reasonably substantiated by evidence, is fair-balanced, and adheres to the regulatory guidelines 
of various markets.

The material review function faces three strategic challenges: 

KEY CHALLENGES

In the past, the period during which a marketing 
piece was used e�ectively was long. However, 
presently, pharmaceutical companies have 
embraced diverse digital marketing channels 
such as e-mails, iDetails, pay-per-click advertising, 
websites, SEO, social media, and display 
advertising to engage with their customers. 

Use of modern analytical techniques such as web 
analytics, app analytics, social media analytics, 
and big data analytics has enabled 
pharmaceutical companies to understand the 
response of their customers to the marketing 
pieces. This data-driven understanding is used to 
modify the messaging contained within the 

MULTICHANNEL MARKETING
WITH INCREASED PERSONALIZATION

marketing pieces continually. The marketing pieces 
today are dynamic and evolve continuously. Our 
studies indicate that while the presentation of 
information changes, the information itself remains 
constant. Most of this information is usually derived 
from approved materials and need not be reviewed 
thoroughly. Today, however, the same approved 
information is thoroughly reviewed every time a 
marketing material is created, leading to increased 
work for the material review function and reduced 
e�ciency. 

The material review function is trying hard to catch 
up with the ever-increasing volumes of dynamic 
marketing materials.

OUR STUDIES INDICATE THAT WHILE THE PRESENTATION OF 

INFORMATION CHANGES, THE INFORMATION ITSELF REMAINS 

CONSTANT.
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OPERATIONAL CHALLENGES

DILUTION IN STRATEGIC FOCUS
OF MEDICAL AFFAIRS PERSONNEL

The material review function spends a signi�cant amount of time and e�ort in managing the collaboration 
among the di�erent stakeholders involved in the life cycle of a marketing piece. Our studies indicate that the 
average material review cycle for mid- and large-sized pharmaceutical companies is about 50-60 days. There 
are approximately 5%-10% late submissions to the FDA each year. We have identi�ed the following reasons 
for this:

The Medical A�airs personnel prefer a more strategic 
role that facilitates access and responsible use of 
products through active stakeholder engagement 
by dissemination of credible scienti�c information. 
The personnel, however, spend signi�cant amounts 
of time in correcting routine errors in grammar, style, 

and referencing. In addition, they have to deal with 
the wide disparity in submission quality among 
multiple agencies. These factors have led to 
reduced e�ectiveness and e�ciency of the Medical 
A�airs personnel and could lead to employee 
disengagement in the long term.

reiterations are due to changes made 
post MLR review

of the agency �les submitted for review 
do not follow submission guidelines30%-40% 

50%

post-production �les have errors 
introduced

preventable errors are noted in 
agency submissions

25%

50%-80%
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Modern technology 
interventions

Strategic operational 
interventions

Collaborative agency 
management 

Maintain high levels 
of compliance

Reduce the time taken for 
the marketing pieces to 

hit the market 

Increase 
accuracy

Improve 
productivity

Maintain consistency in 
the quality of reviews

Reduce 
costs

STRATEGIC INTERVENTIONS
From our experience, the pathway to achieving these outcomes includes three critical elements. They are:

KEY OBJECTIVES

STRATEGIC TRANSFORMATIONS

Pharmaceutical companies are actively pursuing ideas to transform the material review function to 
meet their business and compliance objectives. These transformations have the following goals: 
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MODERN TECHNOLOGY INTERVENTIONS

Creation of marketing pieces 
and their subsequent review 
process requires a high degree 
of collaboration among diverse 
stakeholders such as creative 
agencies; marketers; medical, 
legal, and regulatory specialists; 
proofreaders; and 
print/digital/publishing 
agencies. The material review 
technology platforms adopted 
by most pharmaceutical 
companies today enable 
e�ective collaboration among 
these diverse stakeholders. 
These platforms have helped 
reduce the time it takes for the 
marketing piece to hit the 
market, improve accuracy and 
productivity, and reduce costs. 

Companies today are realizing 
that these bene�ts have hit a 
plateau in the face of 

ever-increasing volumes of 
marketing pieces and more 
stringent regulatory guidelines.

Pharmaceutical companies need 
to implement modern 
technology-based 
platforms/solutions to breach 
this plateau and meet 
tomorrow’s business objectives. 
Modern technologies such as 
robotic process automation, 
arti�cial intelligence, machine 
learning, natural language 
processing, and deep learning 
have matured enough to be used 
at an industrial scale. 
Contextualizing these modern 
technologies with medical and 
regulatory information and 
nuances is the need of the hour. 

Platforms/solutions that 
augment human specialists in 
performing the review process 

need to be built and 
implemented. Some of the 
critical tasks that we believe 
can be automated are agency 
submission validation, 
Important Safety Information 
validation, claims validation, 
and proofreading. Some of the 
review tasks such as evaluating 
fair-balance and assessing 
charts and images will continue 
to be performed by humans as 
even the most modern 
machines have not 
demonstrated these 
capabilities successfully. 

We believe that while close to 
50% of the tasks can be 
automated, human specialists 
would still need to oversee the 
review process and make 
corrections when necessary 
(didactic learning).

Increased 
accuracy

Improved 
productivity

Improved 
consistency in 

quality of reviews

Reduction 
in costs 

and help companies achieve

INTERVENTIONS
will act as force multipliers

(provide non-linear scale)

THESE TECHNOLOGY
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INCREASING ACCURACY AND CONSISTENCY

Strategic operational interventions should be continually implemented to enhance the e�ectiveness and 
e�ciency of the material review processes. These interventions broadly fall into the following categories:

STRATEGIC OPERATIONAL
INTERVENTIONS

Pharmaceutical companies 
today use a variety of standard 
operating procedures (SOPs) to 
onboard sta�, standardize the 
material review process, 
improve accuracy, and ensure 
consistency in quality. 
Companies should continue to 
evolve such SOPs to improve 
the material review processes 
and set benchmark against best 
practices. 

Our experience of working with 
some of the leading 
pharmaceutical companies 
demonstrates that most of the 
companies need to invest in 

building re-usable components 
to improve material life cycle. 
Companies should implement 
digital platforms that enable 
them to “atomize the content,” 
manage and tag critical 
components, and �nally have 
authoring platforms to compile 
components into derivative 
pieces. As long as the derivative 
pieces are based on previously 
approved material and consist 
of components pulled together 
using previously approved 
business rules, they will not 
need to be reviewed again. 
These platforms should create 
repositories that store approved 

claims and Safety Information 
and enable integration of 
content with external 
applications to optimize 
content collaboration among 
diverse stakeholders in the 
material review ecosystem. Use 
of such platforms will ensure 
that the same information is not 
reviewed multiple times, thus 
improving e�ciency. 

Moreover, the content is 
standardized, providing 
consistency and improving 
quality, and the content is 
collaboratively shared with 
agencies and vendors.

Increasing accuracy
and consistency

Improving operational 
e�ciency

Optimizing sta�ng 
models 
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Increasing operational e�ciency 
involves measuring each process 
in the value chain of material 
reviews, identifying the 
bottleneck, and implementing 
changes that remove the 
incumbent bottleneck. The key 
parameters that should be 
continuously measured are 
productivity, available and 
consumed capacity, quality of 
outcomes, e�ort estimation 
accuracy, and cost incurred. 

IMPROVING OPERATIONAL EFFICIENCY

OPTIMIZING STAFFING MODELS

Statistical analysis of these 
measures will help identify 
bottlenecks, while trend analysis 
will help determine how 
processes have improved over 
time. Both these analyses are 
critical in achieving operational 
excellence.

Measuring the material review 
processes is extremely complex 
as processes are incredibly 
heterogeneous, nuanced, and 

human dependent. Process 
improvement frameworks such 
as Six Sigma and lean 
manufacturing have been 
extended to cover service 
processes as well. These 
frameworks provide guidelines 
on measuring complex systems 
such as material reviews. 
Companies should actively 
adopt these frameworks to 
assess and improve their 
operational e�ciencies.

The volume and velocity of 

marketing campaigns do not 

remain consistent throughout 

the year. Our experience 

demonstrates that the volumes 

are the lowest in Quarter 1, start 

to increase in Quarter 2, peak at 

the beginning of Quarter 3, and 

then decrease in Quarter 4. 

Most companies implement a 

fully sta�ed model (either 

in-house or outsourced or a mix of 

both) based on peak volumes. 

Companies also have new product 

launches and new campaigns to 

boost the sales of existing brands, 

increasing the sta�ng complexity.

A �xed team that can handle 
the average (median) volume of 
marketing pieces

A �exible team that is 
engaged to handle peak 
volumes

1
2

This model will ensure that the team is 

lean, productivity is improved, and costs 

are optimized. We believe that 

establishing strategic partnerships with 

vendors that specialize in providing 

material review services is key to 

operationalizing such sta�ng models. 
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We are of the view the companies should adopt a �exible sta�ng model that has:
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Agency work determines the cycle time of the process of creating material and taking it to the market. 

Hence, it is vital that agency performance be measured. 

Number of review iterations that the 

material takes (that can be 

attributed to the agency)

Average number of 

issues/discrepancies identi�ed in 

the review cycle

Lead time of the material 

development process

Number of submission issues that can 

be attributed to the agency

that ought to be
KEY ATTRIBUTES
The 

measured are

Creative agencies create the marketing material used in marketing campaigns. The performance of an 
agency is the most critical factor in the value chain of material. Managing the performance of an 

agency is therefore essential. Two aspects that are important to manage agencies are:

COLLABORATIVE
AGENCY MANAGEMENT

Measuring the agency 
performance

Enabling better collaboration 
with agencies by sharing content 
(in a structured manner)
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Analyzing this information will 

help pharmaceutical companies 

in identifying agencies that 

provide better value and 

de�ning better contractual 

terms.

One of the main reasons for 

non-optimal agency 

performance is that agencies 

often have access to only the 

limited information that is 

shared with them when 

marketing campaigns are 

crafted. Pharmaceutical 

companies should securely and 

optimally share information 

libraries such as claims libraries, 

safety information libraries, 

important facts associated with 

brands, and business rules 

libraries with the agencies. 

This step will ensure that the 

agencies use content that is 

accurate, reasonably 

substantiated, fair-balanced, and 

up-to-date. 

The improved collaboration 

with agencies will provide a 

reduced number of 

issues/discrepancies identi�ed 

in the review cycle, fewer 

review iterations, and possibly 

fewer submission-related 

issues. 

As a result, the material will get 

to the market faster, will contain 

more accurate content, and the 

cycle time of the material 

reviews will reduce.

KEY NEXT STEPS

Pharmaceutical companies 

should simultaneously embark 

on journeys to transform the 

way they use modern 

technologies in material 

reviews, their operations 

management, and the way they 

collaborate with their agencies 

to meet their business 

objectives more e�ectively and 

e�ciently. On the way they 

must build an environment of 

systems and processes to 

measure each process in the 

material life cycle, to assess 

improvements, and to take 

early corrective actions. These 

steps will ensure that the 

investments made result in the 

best possible business 

outcomes. 

E�ective change management 

focused on processes and 

especially on personnel should 

be implemented to yield the 

best possible results. These 

steps should result in a 

reduction in the time it takes 

for the marketing piece to hit 

the market, improving 

marketing e�ectiveness; 

increased productivity of the 

workforce, providing improved 

scale and e�ciency to the 

processes; and reduced costs, 

providing a better return on 

investment to the companies.
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(proofreading and 

fact-checking), and Operations 

Support (coordination, 

reference tagging/uploading, 

and asset management). 

Indegene's hybrid operating 

model is simple, scalable, 

Indegene is a full-thickness 

provider for simpli�ed and faster 

Material Review and approval 

solutions.  It o�ers a modular set 

of solutions that include medical 

review (technical and nominated 

signatory), Editorial Services 

�exible, and cost-e�ective and 

provides shorter 

time-to-market, improved 

accuracy, decreased 

compliance risk, and increased 

operational e�ciency.
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