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PE: What’s new on the 
global front? Is the recent 
hubbub with GSK and 
others in China likely to 
break the seal on a new 

round of FCPA or anti-
kickback infractions?

CD: I don’t think it broke the 

seal but it highlights a new 

set of issues, but it’s not just 

China. If you go back to the 

FCPA stuff that happened with 

Schering in Poland – that was 

a biggie – but these specific 

infringements just open up 

new cans of worms.

PE: Do you think 
government is likely to 
score a Park Doctrine 
exclusion stemming from 
an FCPA violation any time 
soon?

CD: They’ll continue to try for 

exclusions…[regulators] want 

to nail people, because they 

can’t nail companies. Well, 

A compliance director at a mid-sized U.S. pharmaco speaks to PharmExec’s Ben 

Comer about the potential trigger issues for 2014. To promote candor and avoid overly 

circumspect responses, we have withheld the interview subject’s identity.

Confessions of a 
Compliance Director

Adelos/Thinkstock Images

“It’s not a corporate 

initiative to violate 

social media rules. 

It’s the individual 

one-offs that are 

hard to handle.”
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companies can pay but you 

can’t send a company to jail.

PE: Has there been a case 
where an executive went 
to jail who was never 
actually shown to have 
direct knowledge of illegal 
activity? Does the language 
in the Park Doctrine 
actually survive a criminal 
court hearing?

CD: It’s not that hard to prove 

[direct knowledge]. I’ve seen 

some pretty stupid things 

in writing in my life. At the 

end of the day, though, the 

government will get more 

of a benefit from holding 

companies as a whole 

liable – a lot of it is about 

the settlement dollars. And 

companies will protect their 

individuals.

PE: Your company has 
worked under a Corporate 
Integrity Agreement (CIA) 
for the last few years. What 
effect has the CIA had on 
the company’s culture and 
business strategy?

CD: The things that we’ve 

had to implement as a result 

of the CIA are things we 

should be doing regardless, 

it’s good business practice. 

The challenge is when the CIA 

is handed down and the first 

reaction is, OMG, we need 

to build a gigantic corporate 

compliance organization 

under a very aggressive 

timeline.

PE: As someone tasked with 
implementing compliance 
programs, do you face 
resentment from business 
operations that view 
compliance as a burden?

CD: At the end of the 

day, it’s the business that 

owns compliance. If I’m 

unsuccessful in instilling 

ownership and accountability 

into the business — following 

laws and regulations and 

corporate policies and 

procedure — then I’ve failed 

as a compliance person. 

The business has to own 

[compliance], otherwise I’m 

putting out fires every day. 

We’ll make it happenAshfeld

We’ve listened. We’ve adapted. We’ve evolved. We’ve intelligently combined 

our local and international areas of expertise to deliver ingenious solutions 

designed to exceed our clients’ expectations. We treat your business as 

we would our own, because delivering for our clients means helping more 

healthcare professionals and patients receive the information and treatment 

they need. Find out how much more we can ofer; arrange a meeting with  

our experts. www.ashfeldhealthcare.com

COMMERCIAL | CLINICAL | HEALTHCARE COMMUNICATIONS | INSIGHT & PERFORMANCE 

MARKET ACCESS | MEDICAL INFORMATION | MEETINGS & EVENTS | PHARMACOVIGILANCE

we frst had to

transform

To transform

ours.

your business,

JD1120
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Sometimes business pushes 

back, but we’re not the police, 

we’re partners.

PE: A lot of physician 
groups have lined up 
against medical journal 
reprints and textbooks 
being covered under the 
Sunshine Act. Letters have 
been written. Do you have 
an opinion on this?

CD: I certainly do. A lot of 

companies are struggling with 

this. I did some benchmarking 

for our company and spoke 

to some of my colleagues 

externally, and we’re all 

scratching our heads. How are 

we supposed to put a value 

on this stuff? It’s not like each 

reprint costs us a certain 

dollar amount. We have a 

medical education library with 

thousands of reprints that 

are passed out when there’s a 

request from a physician. Isn’t 

that educational? I’m hoping 

[CMS] pulls off of that. Here’s 

the other problem. You have 

physicians who work for VA 

hospitals who are government 

employees. Have you heard of 

the 20/50 rule? What if I have a 

reprint that’s worth $23?

PE: Are you concerned 
at all about the Sunshine 
Act dispute period, when 
physicians have the 
opportunity to dispute 
the dollar amounts next to 
their names before the data 
goes public?

CD: I think people will be 

surprised at how many 

physicians they don’t hear 

from. Too many companies 

have already been [releasing 

physician payment 

information], as a requirement 

of a CIA.

PE: So the dispute period 
is overblown as a major 
concern for companies.

CD: When we launched our 

[physician payments] website, 

we informed our physicians 

up front. We sent out a letter: 

“We’ve entered into a CIA, 

we have new transparency 

Download the Free Guide Now!Download the Free Guide Now!

Last to enter the fi nancial crisis and fi rst to 

emerge, the ninth-largest pharmaceutical 

market in the world has created a new block 

of middle-class “pharmerging” consumers. 

Includes company directory. 

Favorable government policies towards 

healthcare and innovation are driving a 20%+ 
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largest pharmaceutical market. 
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the best small country to do business in by 

2016.
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resources, it’s prosperous, competitive, 
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of a knowledge-based economy.
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requirements, we’re going to 

have a website, here’s what you 

have to do.” We set up a call 

center to answer questions. 

Guess what? Not that many 

physicians called. You’ll always 

have a handful, but considering 

how many physicians are listed 

on our transparency website, 

it’s a small minority.

PE: Did the requirement 
to publish payments to 
physicians, and ProPublica’s 
work in this area, cause 
companies to rethink some 
of those practices?

CD: The first thing pharma 

companies did internally — 

and from a benchmarking 

standpoint I can tell you 

that a lot of companies 

have done this — was 

to set payment caps.

PE: Does your company 
place an annual cap on 
payments to an individual 
physician?
CD: Yes, and it is not that much 

money. Based on our research, 

most companies have caps 

ranging from $75,000 to 

$150,000 per year, for a single 

doc. Our cap is within that 

range.

Social media 

continues to be 

a huge challenge. 

Unfortunately 

people think that on 

their own time they 

can do whatever 

they want, but 

they’re still company 

employees.

PE: Any final compliance 
issues you’d like to mention 
that we haven’t yet 
discussed?

CD: I think social media 

continues to be a huge 

challenge. Unfortunately 

people think that on their own 

time they can do whatever 

they want, but they’re still 

company employees.

PE: Are you looking forward 
to FDA’s guidance in this 
area?

CD: Why not? They make the 

rules, we don’t. Tell me what’s 

appropriate and what’s not, and 

I’ll get my people on board.

PE: What’s so difficult 
about social media?

CD: Controlling it. I can put 

an iPad in a sales rep’s hands, 

and we can make whatever 

material available on a 

website, but what matters is 

how it’s used and what’s done 

around it. We build materials 

to be safe and compliant, 

but it’s the one-offs that can 

happen. It’s not a corporate 

initiative to violate social 

media rules. It’s the individual 

one-offs that are hard to 

handle.

5

Cover

Compliance 
Confessions

Compliance 
Reporting 

(US)

Pharma 
Corruption

Pharmaco-
vigilance 
(Europe)

Data 
Maintenance 

(Europe)

Events

ES402394_PEGD0314_005.pgs  03.11.2014  21:54    ADV  blackyellowmagentacyan



To create 

meaningful global 

compliance 

programs, pharma 

companies should 

build solutions on 

single platforms.

P
harmaceutical 

companies are awash 

in a sea of compliance 

regulations that affect 

their business operations 

both inside and outside 

the US. Last year one more 

compliance wave crested 

when the Physician Payments 

Sunshine Act (PPSA) began 

requiring pharmaceutical 

companies to track and report 

virtually all payments to 

health care providers (HCPs). 

Outside the US, payments to 

foreign nationals are tracked 

to make sure they don’t violate 

the Foreign Corrupt Practices 

Act (FCPA). Failure to comply 

with these regulations can lead 

to serious financial penalties, 

criminal prosecution, and 

damaged corporate reputation.

Typically, pharmaceutical 

companies might comply with 

these two initiatives (PSSA and 

FCPA) by creating separate 

Pharma companies might try to comply with the PSSA and FCPA by creating separate 

teams. But this leads to faulty data, more work for compliance personnel, and needless 

costs, writes James Pierce.

Compliance and Reporting: 
The Case for a Single System

David Gould/Getty Images
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teams, each with its own 

applications for data capture 

and compliance processing. 

Unfortunately, creating a 

new IT system for each set of 

regulations leads to faulty data, 

more work for compliance 

personnel, and needless costs 

for system development.

To create meaningful 

global compliance programs, 

pharmaceutical companies 

should instead build solutions 

on single platforms that 

integrate with accounting 

and other management 

systems, automatically route 

investigative work tasks, 

and compile information for 

reports.

Let’s take a closer look at 

PSSA and FCPA, and how 

pharmaceutical companies 

can create a stronger 

compliance programs, reduced 

violation risk, and simplified 

systems with less investment.

The Physician Payments 
Sunshine Act (PPSA)
PPSA requires all drug, device, 

and medical supply companies 

operating in the US to report 

any payment or benefit given 

to a HCP.

A single $10,000 

unauthorized 

payment to a foreign 

official can cost a 

company millions in 

fines. 

Compliance with PPSA 

presents challenges because 

HCP payments are usually 

recorded in different systems. 

Simply linking these systems 

to reconcile the data can be 

difficult when the HCP lists 

are not coded similarly and 

other data may be complicated 

because of individual 

exceptions

To comply with PSSA, 

companies must be able to 

trace any payment above $10 

to HCPs. Theoretically, the 

simplest way to do this is to 

capture the amount spent 

from the system that recorded 

the business transaction, 

event, or activity. While that’s 

simple in concept, it becomes 

a challenge across disparate 

systems.

Introducing entirely 

new systems to track PSSA 

information increases the 

burden on users, ultimately 

decreasing the quality of data 

captured and increasing non-

compliance risk.

The Foreign Corrupt 
Practices Act
The FCPA prohibits anyone 

with a connection to the US 

from offering, authorizing, or 

giving “anything of value” to 

a foreign official in order to 

obtain an improper business 

advantage. In many countries 

with national healthcare 

systems, any facility that 

provides healthcare, services, 

or treatment operates under 

the purview of the respective 

government can be seen as a 

government agency, and its 

employees can be considered 

foreign officials.

A single $10,000 

unauthorized payment to 

a foreign official can cost a 

company millions in fines 

and substantially more in 

remediation costs. Because 

of some recent egregious 

examples of corruption and 

bribery, US officials have 

repeatedly threatened to file 

charges against company 

executives — not just their 

companies — for FCPA 

violations.

To ensure FCPA compliance, 

pharmaceutical companies 

should start with risk-

based due diligence before 

contracting third parties. That 

means examining the relevant 

experience a third party brings 

to the table, the justification for 

selecting that third party, and 

whether any possible FCPA 

risks exist.

Given the potential 

for conflicts of interest, 

pharmaceutical companies 

often outsource due diligence 

and investigative work. This 

strengthens compliance, but 

makes coordination, control, 

and documentation retention 

more difficult. Pharmaceutical 

companies also need a system 

for reporting and responding 
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to questions and breaches 

in the field, including easy 

methods to report suspected 

illegal conduct.

Two Sides of the Same Coin

In many respects, the FCPA 

and the PSSA are two sides of 

the same coin. But splitting 

systems increases costs and 

decreases user compliance 

because of the complexity 

and increased manual 

entry workload. What’s 

more, the commercial off-

the-shelf (COTS) software 

packages typically used for 

compliance often require 

substantial modification to 

fit within existing processes. 

Maintaining and upgrading 

the applications is often costly.

The best solution would 

utilize data from existing 

systems, processing and 

pulling it out for compliance 

examination and reporting. A 

single platform must integrate 

with existing accounting and 

other management systems, 

to fill the “white spaces” that 

exist between systems where 

compliance information 

leaks out, automatically route 

investigative work tasks, and 

easily compile information 

for reports. With the right 

platform, compliance staff 

can identify the logical 

points to collect required 

information and deploy a fix 

with maximum capture and 

minimal disruption.

Outsourcing 

due diligence 

and investigative 

work can make 

coordination, control, 

and documentation 

retention more 

difficult. 

Conclusion

Many internal and external 

resources are involved in 

the FCPA investigation 

and compliance process, 

as well as PSSA tracking. 

Work automation platforms 

with built-in collaboration 

technologies enable staff 

to compile information, 

feedback, attestations, 

due diligence reports, and 

payment histories from 

multiple organizations into 

one secure location for review, 

while maintaining security 

and auditability.

An intuitive collaboration 

capability also allows 

investigations to be 

completed faster since most 

of the time required for an 

investigation is eaten up in 

the waiting between steps. 

Making collaboration actions 

available on mobile devices 

shortens average response 

times that much further. 

Rapid collaboration leads 

to faster decisions, reduced 

risk of improper payments, 

and improved response to 

requesters and the parties they 

want to engage.

By using the most efficient 

and innovative technological 

platforms, compliance 

officers will be able to develop 

multi-purpose robust anti-

corruption programs as a 

defensive mechanism in the 

event of an alleged violation. 

Work automation platforms 

with social collaborative 

technologies enable an entirely 

new approach to applications, 

one that helps minimize 

compliance effort and 

maximize protection.

About the Author

James Pierce is the 

Pharmaceutical Solutions 

Leader for Appian. He can 

be reached at james.pierce@

appian.com
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When we talk 

about corruption, 

we are not just 

talking about 

cash in a brown 

envelope but also 

grand corruption...

T
wenty years ago, the 

word “corruption” 

was taboo in circles of 

power. Today we have laws 

and anti-corruption practices 

throughout the companies 

and countries of our world, 

but corruption is still a 

malignant force in so many 

aspects of public life.

Corruption, which we 

define as the abuse of power 

for private gain, can take the 

shape of petty bribery but also 

high level scandals involving 

conflicts of interest and 

secrecy in relations between 

business and government.

The pharmaceutical sector 

has not been immune to 

such scandals and they have 

damaged trust in this sector. 

Whether it takes the shape 

of bribery, undue business 

influence over politics or 

counterfeiting, corruption is 

far from a victimless crime — 

Public reporting on anti-corruption measures is a key step for businesses to build trust, 

writes Miklos Marschall. 

Fighting Pharma 
Corruption 

Dmitry Smirnov/Thinkstock Images
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ordinary people pay the price. 

In many developing 

countries, pharmaceutical 

expenditures and drug 

procurement account for 20 to 

50% of public health budgets. 

These budgets are often 

limited; the cost of waste can 

be dire.

We often see medicine stolen 

along the way to delivery in 

local health clinics. No wonder 

people sometimes turn to 

generic or counterfeit medicine 

when the price of the real 

thing is driven up by chronic 

shortage or by extortion.

A failure to keep the pharma 

sector clean, to keep prices 

fair and relations between 

companies and governments 

clean opens the door to the 

black market.

When we talk about 

corruption, we are not 

just talking about cash 

in a brown envelope but 

also grand corruption, the 

pursuit of undue influence of 

government decision-making.

The trust of society in the 

pharmaceutical sector is built 

on high expectations of rapid 

progress in new and better 

drugs. When we put our trust 

in medication we trust our 

health to the companies that 

make and sell that medicine. 

This trust is well justified 

given the great progress 

achieved in medicine in the 

last century.  

When companies approach 

governments behind closed 

doors, or win favor of medical 

practitioners through gifts or 

all-expenses paid trips, the 

trust of society is abused.

Now that the spotlight is on 

these more subtle but just as 

harmful forms of inducement, 

it is necessary to have more 

transparency in ALL relations 

between governments and 

business.

Corruption scandals have 

damaged public trust in the 

pharmaceutical sector. And in 

today’s interconnected world it 

is harder to restore trust once a 

reputation is damaged. 

Companies need to lead by 

example and make sure these 

values are applied throughout 

their operations, from board 

room through to relations with 

the people who prescribe and 

sell products. 

One CEO in four 

said they have lost 

business in the health 

sector because of 

another company 

paying a bribe.

Rebuilding trust
One way to rebuild trust is 

through greater transparency. 

It is evident that the trend 

towards transparency is here 

to last, as organizations across 

the world look to manage 

conflict of interest and find 

a new approach to lobbying 

governments.

A new approach is in the 

interests of all concerned. 

Corruption kills, but 

corruption also perverts 

markets. In one of our reports, 

one CEO in four said they have 

lost business in the health 

sector because of another 

company paying a bribe.

We used this information 

to prepare a Bribe Payers 

Index, a ranking of the sectors 

where bribery is most likely 

to occur. Interestingly, CEOs 

feel bribery is more likely in 

the health sector than in the 

arms trade or heavy industry. 

Of course, this means not 

only a risk of losing out to 

a dishonest competitor, it 

also means the risk of facing 

legal action at home under 

foreign bribery laws.

With pharma companies 

paying almost US$ 6 billion 

in settlements for illegal 

marketing, price fixing or 

bribery in 2012, the sector 

has more reason that most to 

prioritize compliance. 

With rising US FCPA 

enforcement, a new UK Bribery 

Act and the Group of 20 

leading economies committing 

to tackling foreign bribery, we 

are moving closer to a level 

playing field for companies 

that operate cleanly.

As new markets emerge, 

the risks of being asked for 

bribes, and of being caught, 

are both on the rise. Operating 
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in developing or emerging 

economies brings corruption 

risks from customs right to 

service delivery on front line 

The IMS Institute for 

Healthcare Informatics 

predicts that in 2016, emerging 

markets will account for 30% 

of global health spending. But 

these new markets bring new 

challenges, one of which is 

corruption. Of the 21 countries 

identified as “pharmerging 

markets”, all but two score 

under 40 on Transparency 

International’s Corruption 

Perceptions Index, which 

ranks countries on the basis 

of expert perceptions of public 

sector corruption. 

These numbers imply 

weak regulations and weak 

governance, which means 

increase both costs and risk for 

global companies that operate 

in these markets. 

This brings a dilemma which 

is not limited to companies 

from your sector. Even if 

you want to operate cleanly, 

these numbers clearly show 

that sometimes your staff 

will deal with an official with 

their palm out for a bribe, or a 

doctor that expects a nice gift 

to encourage him to prescribe 

your medicine. 

Public reporting on 

your anti-corruption 

measures is a key 

step for businesses to 

take to build trust.

Fighting corruption
Companies that want to 

operate cleanly in a global 

economy need a strong anti-

corruption program. 

There are many aspects to a 

robust integrity program and 

its implementation. It starts 

at the top and permeates the 

whole organization with an 

anti-bribery program that is 

not only a stated commitment 

not to pay bribes but also 

a strategy disseminated 

throughout a company’s 

operations.

• Codes of conduct, should be 

recognized by all employees 

as the company’s central 

document that all members 

of the company are expected 

to live by, from the Board to 

the frontline employee.  

• Transparency International’s 

Business Principles For 

Countering Bribery a offers 

a model for comprehensive 

anti-corruption policies.

Companies should set down 

clear lines for employees 

dealing with representatives 

of government or other 

companies to

• publicly disclose all 

charitable contributions and 

sponsorships, and

• prohibit the offer or receipt of 

gifts, hospitality or expenses 

whenever they could affect 

or be perceived to affect 

the outcome of business 

transactions and are not 

reasonable and bona fide.

This advice is particularly 

relevant to the pharmaceutical 

sector. Authorities in the 

United States have interpreted 

gifts and hospitality as being 

lavish enough to constitute 

bribery in several high-profile 

cases in recent years. 

Public reporting on your 

anti-corruption measures is a 

key step for businesses to take 

to build trust. It sends a strong 

signal to all stakeholders that a 

company is serious about clean 

business.

About the Author
Miklos Marschall is 

Deputy Managing 

Director at the 

Transparency 

International 

Secretariat.
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Early adoption 

of the PSMF is 

recommended; 

postponing 

implementation 

could be costly and 

create complexities.

T
he emphasis on 

transparency that 

has become integral 

to regulatory developments 

in recent years is equally 

important when it comes to 

pharmacovigilance.

As part of its comprehensive 

set of good pharmacovigilance 

practice (GVP) guidelines, 

the European Medicines 

Agency (EMA) is requiring 

companies to implement the 

pharmacovigilance system 

master file (PSMF), which 

is a detailed description 

of the pharmacovigilance 

system used by marketing 

authorization holders (MAHs) 

for their authorized medicinal 

products. 

For companies that have 

submitted new marketing 

authorization applications 

since July 2012, the PSMF is 

already a requirement — one 

that also applies in retrospect 

The European Medicines Agency now requires all marketing authorization holders  to 

adopt the pharmacovigilance system master file (PSMF). Amanda Sibley explains this 

tool and the process of implementing it.

Pharmacovigilance 
Transparency in Europe

SerrNovik/Thinkstock Images
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to products undergoing 

renewal.

For the vast majority of 

products that have existing 

marketing authorizations, 

the PSMF will become a 

requirement in July 2015, 

which lets companies 

postpone preparing and 

implementing the PSMF. 

The PSMF requires 

investment in the training 

of relevant staff, which can 

be costly. Early adoption is 

recommended, however, 

because postponing 

implementation could increase 

costs even more and create 

greater complexities at a later 

date.

A comprehensive tool
The PSMF is far more than 

a regulatory document; it 

is a detailed description of 

every aspect of the way a 

company handles a product’s 

pharmacovigilance and 

safety. It is a useful and 

thorough tool for both the 

regulators and the MAH to 

ensure (1) the application 

of all aspects of GVP, (2) 

clearer structure to the 

management of issues related 

to product safety, and (3) the 

detection of noncompliance 

issues or deficiencies in the 

pharmacovigilance system. 

The fact that regulations 

are constantly changing also 

increases the need for greater 

interdisciplinary expertise, 

which makes it all the more 

important to have good tools 

for detection of and response 

to safety concerns. 

The PSMF replaces the 

Detailed Description of the 

Pharmacovigilance System 

(DDPS) and the Summary of 

Pharmacovigilance System 

(SPS). The DDPS would be 

submitted with the marketing 

authorization application, and 

the SPS would be requested by 

inspectors before inspection. 

Both documents lacked two 

main elements that make 

the PSMF a truly transparent 

and accountable document: 

1, oversight and detail about 

pharmacovigilance activities 

and 2, detailed compliance 

metrics. 

Moreover, producing two 

documents was a duplication 

of effort.

The PSMF provides both 

the MAH and the qualified 

person responsible for 

pharmacovigilance (QPPV) 

with oversight of the existing 

pharmacovigilance system 

and with specific targets set 

for compliance. Having the 

PSMF in place also 1, makes it 

easier to identify deficiencies 

in the system or instances 

of noncompliance with the 

requirements and 2, provides 

insight into risks — or failures — 

in the conduct of specific aspects 

of pharmacovigilance. In 

addition the PSMF streamlines 

major processes, including:

• timelines

• roles and responsibilities

• interfaces between the 

various pharmacovigilance 

departments

• review frequency of the 

process documents

• validation status of the 

safety database

• descriptions of online 

data management tools

• responsible parties for the 

various pharmacovigilance 

processes

• key performance 

indicators and metrics.

Introducing the PSMF
Most of the companies that 

have implemented the PSMF 

have been ones submitting 

Marketing Authorization 

Applications, but many small 

and medium-size enterprises 

have also — voluntarily — 

introduced the PSMF.

Once the time-consuming 

job of listing the details of 

pharmacovigilance processes 

is done, most find the PSMF 

to be a valuable tool for QPPV 

oversight and for detecting 

deficiencies in the planned 

or existing system. It’s also 

a good tool for maintaining 

compliance with GVP Module 

I on pharmacovigilance and 

quality systems.

Companies preparing 

PSMFs at the time of market 

authorization must consider 

and include several key 

criteria: 

1. a clear overview of the 

companies involved and of 
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the relationships between 

the pharmacovigilance 

department, organizations, 

operational units, third 

parties (outsourced 

activities), and contractual 

agreements;

2. proof of QPPV and deputy 

QPPV registration with 

EudraVigilance;

3. a description of the methods 

applied for the monitoring of 

pharmacovigilance system 

performance; 

4. clearly defined targets for 

performance indicators; and

5. a matrix for 

pharmacovigilance 

activities, accompanied by 

relevant standard operating 

procedures that govern 

those activities.

For companies introducing 

the PSMF postauthorization, 

there are several additional 

things to consider: 

1. a clearly defined list of tasks 

delegated by the QPPV to the 

deputy QPPV; 

2. contact information for the 

local contact or local QPPV 

at the national level; 

3. inclusion of all sources of 

safety data; 

4. flowcharts that clearly 

describe Individual Case 

Safety Report (ICSR) 

processing, from collection 

to reporting;

5. a description of electronic 

repositories;

6. details of compliance 

data (a) for Periodic Safety 

Update Repo (PSUR) 

and risk management 

plan submissions, (b) for 

Table 1

Key Performance Indicator Performance metrics

Timeliness of Individual Case Study 

Report (ICSR) and Periodic Safety 

Update Report (PSUR) reporting

• Figures and graphs of 15-day and 90-day ICSR reporting over the 

past year 

• Latest figures related to the timeliness of PSUR reporting

• Timeliness of adverse-drug-reaction reporting from affiliates to 

global pharmacovigilance within internal time frames

Quality of submissions • Current results of any other performance indicators, such as ICSR 

quality

• Completeness of information contained in ICSRs—to facilitate the 

clinical evaluation and reporting of the case

• Adequacy of follow-up, such as including whether appropriate 

follow-up questionnaires have been used when required

• Accuracy of the information presented in PSURs

• Results of internal quality control checks on ICSR and PSUR quality

• Results of audits of the pharmacovigilance system

• Feedback from reviews of ICSR quality, integrity, and compliance 

with the reporting time frames, performed by the European 

Medicines Agency or the United Kingdom’s Medicines and 

Healthcare Products Regulatory Agency

Timeliness of safety variations • Expectation that safety variations will be implemented within six 

months of approval

Adherence to risk management 

plan commitments

• Effectiveness of risk minimization measures

• Implementation of additional risk minimization measures if 

applicable
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expedited reporting, and 

(c) for other performance 

indicators as applicable, 

including clearly defined 

targets; and

7. audit notes, including 

open corrective actions 

and preventive actions and 

resolution dates.

Central to the PSMF is the 

inclusion of metrics or key 

performance indicators in the 

annex, alongside the results of 

those measurements. 

The GVP guidance lists 

minimum metrics for 

inclusion, but it also says 

companies should develop 

their own, company-specific 

metrics appropriate to 

their unique situations and 

scenarios. Inclusion of metrics 

aids regulators but also helps 

a company and its QPPV 

to ensure compliance and 

identify deficiencies in the 

preexisting pharmacovigilance 

system. Monitoring should 

include the following, at a 

minimum.

Risk and preparation
Postponing implementation 

of the PSMF increases a 

company’s risk of running into 

difficulty close to the date the 

PSMF becomes a requirement. 

Regulators can request 

a copy of a company’s 

PSMF during evaluation of 

the company’s marketing 

authorization application, and 

the document must be made 

available to the assessors 

within seven days of the 

request. If the document lacks 

sufficient details regarding 

the applicant’s existing 

pharmacovigilance system 

as defined in GVP Module 

I, it could trigger a safety 

inspection.

Problems inevitably arise 

with new developments. 

That’s already proving to be 

the case, as highlighted by the 

German regulatory agency — 

the Federal Institute for Drugs 

and Medical Devices — which 

provided an assessment of 

PSMFs it had received as of 

May 2013. The agency noted 

that there were deficiencies in 

the information pertaining to 

pharmacovigilance systems 

throughout most of the PSMF 

documents it assessed.

For example, in many 

of them, the section about 

pharmacovigilance system 

performance lacked 

description of methods 

applied for monitoring 

pharmacovigilance system 

performance, lacked 

compliance data for expedited 

reporting and PSURs, 

and either lacked a list of 

performance indicators or 

included only the results of 

performance measurements 

but no targets.

The PSMF cannot be 

rushed, because it is integral 

to the preapproval and 

postmarketing phases of a 

product’s life cycle.

Therefore, companies must 

ensure strong communication 

and complete transparency 

between subject matter experts 

on the cross-functional team, 

for they will be integral to 

the development of all of 

the annexes covering the 

information for all products. 

That also includes any third 

parties that companies may 

use to manage all or part of the 

pharmacovigilance function.

Most important, all updates 

as well must be documented 

in the PSMF, including 

updates to standard operating 

procedures, validation 

updates to the safety database, 

and updates to compliance 

information. Failure to so 

document could result in an 

inspection.

About the author
Amanda Sibley 

(asibley@

productlife-group.

com) is Head of 

Safety Services, 

managing all of ProductLife 

Group’s post-marketing 

pharmacovigilance services. 

The PSMF is integral 

to the preapproval and 

postmarketing phases 

of a product’s life cycle.
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Publications

Pharmaceutical  

Executive 

Pharmaceutical Executive 

Global Digest 

touch  
points

per month47,147

Social Media

Facebook 441

Twitter 10,187

LinkedIn 3,319

touch  
points

per month13,917

Web
Average monthly  

impressions  95,000

Average monthly  

unique  45,000

Average time on site  7 minutes

touch  
points

per month95,000

E-newsletters

Pharmaceutical Executive

Pharmaceutical Executive  

Global Digest e-Alert

touch  
points

per month61,245

reach
Meet your customers where they are in 

the format they can consume information 

– in print, online, through e-newsletters, 

global digest, or e-books. Pharmaceutical 

Executive is the global publication that 

probes the intersection between business 

and policy.

amplify
No matter which channels you select, this 

cross-platform portfolio is unique in its 

innovation and strategic thinking. Engaged 

professionals are constantly returning 

for further information – this gives you 

the opportunity to be found as often and 

whenever you want…with the strongest 

possible message.

engage
Not all touch points are created equal. 

Through a combination of print and 

digital editions, you get the best possible 

opportunity to target your message.

As a cross-platform package, you maximize 

every option and you can be assured that 

your campaign is seen by the industry’s top 

decision makers. 

frequency
You set the frequency. Pharmaceutical 

Executive connects you to a global 

audience of over 90,000 pharmaceutical, 

biopharmaceutical executives. When 

you add together the power of multiple 

channels and touch points, you get to 

critical mass on messaging faster.

leverage
Take advantage of every opportunity 

to integrate your marketing message 

seamlessly into the channels where C-suite 

and executive directors are completely 

connected, engaged and informed.

Digital Editions

touch  
points

per month30,600

Pharmaceutical Executive 

Pharmaceutical Executive 

Global Digest

e-Books

Pharma  
e-Book Library

Available as PDFs and as the  
Pharma Books App for iPad

WHERE BUSINESS MEETS POLICY

impact
Pharmaceutical Executive surrounds 

your message in an award winning 

environment.

2012 

Neal Award finalist for 

Best Technical Content

2011

Neal Award winner  

for Best Commentary

2009

Neal Award for  

Best Single Article

2007

Neal Award finalist for 

Best Issue, May 2007,

2005

Neal Award finalist  

for Best Issue

2003

Neal Award winner  

for Best Issue

2002

Grand Neal Award, cover story 

on the convergence of diag-

nostics and 

pharmaceuticals
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TAKE  YOUR 

BUSINESS TO  

THE NEXT LEVEL 
With Pharmaceutical Executive and 

Pharmaceutical Executive Global Digest, 

you will reach  more pharmaceutical and 

biopharmaceutical executives than ever before.

BUSINESS DIMENSION QTY

Pharmaceutical 54,782

Biopharmaceuticals 22,950

Contract Services 10,236

Consultant 5,825

Marketing Communications 

(including advertising & PR agencies)
4,498

TOTAL UNIQUE SUBSCRIBERS 90,929

FUNCTION DIMENSION QTY

Business Development 3,797

Consultant 3,197

Corporate Management 26,711

Finance 1,403

HR 815

IT 1,851

Managed Care 2,920

Market Research 1,218

Marketing 12,913

Media Planning 1,375

Medical Affairs 4,860

QA/QC 7,201

R&D 16,386

Regulatory Affairs 2,651

Sales management 7,771

TOTAL UNIQUE SUBSCRIBERS 90,929

www.pharmexec.com

CONTACT YOUR PHARMACEUTICAL  

EXECUTIVE SALES REPRESENTATIVE:

Bill Campbell  |  bcampbell@advanstar.com  |  847-283-0129

Laurie Marinone  |  lmarinone@advanstar.com  |  508-808-4723

Mike Moore  |  mmoore@advanstar.com  |  732-395-1996

Russ Pratt  |  rpratt@advanstar.com  |  732-346-3018
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Pharma companies 

have no choice but 

to get their internal 

data management 

processes in order 

if they haven’t 

already. 

I
n early February 2014, 

formal guidelines on 

how to maintain and 

update data submitted to the 

extended EudraVigilance 

Medicinal Product 

Dictionary (XEVMPD) were 

published by the European 

Medicines Agency (EMA) — 

a development that leaves 

pharma companies with no 

choice but to get their internal 

data management processes 

in order if they haven’t 

already. 

The aim of the XEVMPD 

is to catalogue all human 

drug products marketed in 

EU countries so that they 

are easier to track — in the 

interests of patient safety. 

The latest requirements 

covering the way this data 

is maintained come under 

Article 57, the official EU 

legislation that brought about 

the requirement for the central 

New EVMPD data maintenance guidelines have sparked a flurry of activity in Europe. 

Organizations are still grappling with electronic submissions, and the need to update data is 

intensifying the pressure. But there is an upside, says Miranda Pothiawala. 

European Firms Must Get 
Their Data in Order

agsandrew/Thinkstock Images
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database. 

Any life sciences company 

distributing products in 

Europe had to submit 

complete product information 

and documentation to the 

electronic database by July 

2012. 

To give the Agency a chance 

to absorb and organize all 

of this content, however, 

companies were asked not 

to submit updates to this 

initial information until full 

guidelines had been issued on 

the process and timescales for 

ongoing data maintenance. 

Now that this guidance has 

been published, the pressure 

is on for pharma organizations 

to respond and get their 

submitted information up to 

date.

What’s new

The final guidelines on 

data maintenance confirm 

a number of challenging 

requirements, as well as a 

couple of surprises.

For example it had been 

expected that ALL changes 

to marketing authorizations 

would have to be made within 

as short a timeframe as 15 

days, however according 

to the issued guidelines 

the 15-day period will only 

apply to new marketing 

authorizations. Updates to 

existing submissions will have 

a 30-day window, but even that 

is hardly any time given the 

sheer volume of product files 

that will be affected.

The pressure is 

on for pharma 

organizations to 

respond and get 

their submitted 

information up to 

date.

Those firms that had been 

diligent in submitting their 

original product information 

well ahead of time will be 

dismayed to learn that updates 

will be required across almost 

ALL content — because new 

data fields have now been 

introduced. 

For instance, the Agency 

now requires that companies 

indicate the size of their 

operations — i.e. whether 

they are small, medium or 

large organizations. They 

must also provide information 

about the legal basis of the 

marketing authorization for 

each submission — i.e., which 

Act they are applying under. 

Then they must apply the 

right product code, from a 

consolidated and cleaned-up 

list, to ensure it is correctly 

categorized as herbal, 

pharmaceutical, etc. 

Finally, an authorized 

pharmaceutical form covering 

the dosage of products must be 

included.

The Agency is proposing 

a transition phase, between 

June and December of this 

year, during which marketing 

authorization holders are 

expected to bring their product 

data up to date and improve 

the quality of the data they 

have already submitted. For 

most companies, there will be 

a lot of work to do.

The cost of inertia

Until now, the majority of 

life sciences companies 

have adopted a position of 

inertia regarding XEVMPD, 

because the specifics hadn’t 

been finalized and no new 

deadlines had been imposed 

beyond the initial filing date 

two years ago. 

A conservative estimate 

based on Samarind’s 

sustained contact with 

pharma companies, suggests 

that 30–40% of affected 

organizations have yet to finish 

their original submissions. 

Part of the problem has been 

that, when the final guidance 

was given for the original 

submissions, companies had 

only a very short lead time 

(just four months) to collate 

and issue all of the required 

product information. 

For firms with thousands 

of products, this was an 

impossible situation, 

because of the granularity 

of information required. 

Many companies didn’t know 
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where to start in gathering, 

consolidating and presenting 

the information. 

The Agency will 

come down more 

heavily on companies 

that do not get their 

data in order.

Although much of the 

required content already exists 

in companies, it is typically 

widely dispersed and exists 

largely in spreadsheets.

Although the Agency 

provided a free online 

data entry tool, EVWEB, to 

make the process easier, its 

parameters are basic and 

use of the tool has resulted 

in variable quality in the 

information that has been 

submitted. 

In parallel, organizations 

soon realized that there were 

no real consequences for 

non-compliance once the 

initial deadline had passed 

(no company has yet been 

penalized).

But now that standards have 

been ratified on the way data 

must be updated over time, it 

is likely that the Agency will 

come down more heavily on 

companies that do not get their 

data in order. This could lead 

to reputation damage if high-

profile brands are exposed as 

being tardy in their submission 

activity — especially as the 

goal of the central database is 

to improve consumer safety.

Seeing the bigger picture
Treating compliance as a 

burden is to miss many of the 

associated benefits of driving 

tighter product information 

management across an 

organization. By developing 

good habits and investing in 

automated data management 

systems, improved data 

quality and consistency, 

and easy traceability of 

information, companies 

stand to benefit from all 

sorts of additional internal 

efficiencies. 

Capturing holistic 

information in a single central 

place means there is a single 

place of ‘truth’: information 

only has to be entered once 

yet can be accessed readily 

by anyone who needs it 

(assuming they have the 

relevant authorizations) and 

repurposed in all sorts of 

different ways.  Controls and 

rules can be added too — for 

example to prompt actions 

such as updates at given times. 

Broader benefits might 

include accelerated workflow, 

improvements to data quality 

and reporting, easier auditing 

and assured information 

compliance, and so on. 

For the purposes of 

management reporting, as 

well as the many compliance 

reports that health authorities 

require, a fit-for-purpose 

data management solution 

would enable the necessary 

documentation to be produced 

at the touch of a button. By 

smoothing administrative 

processes, the right software 

could also help companies get 

new products to market more 

quickly.

Data is likely to be cleaner 

and more accurate too, as 

duplication and manual 

re-entry is eliminated. 

For a limited period, the 

EMA encouraged pharma 

companies to input their own 

categories into the controlled 

vocabularies used in the 

medicinal product dictionary. 

This has led to overlapping 

fields and duplication of 

content. 

As it has sought to clean 

up this data, the Agency has 

had to consolidate some of 

these codes, with the result 

that some information will 

now have to be updated or 

resubmitted in accordance 

with the new parameters. 

Aligning content and making 

sure everything is accurately 

coded is just one of the 

additional requirements 

companies must now meet.

Next steps
The good news is that the 

process for submissions has 

been simplified so it is no 

longer necessary to track each 

variation that is made to a 
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product licence. It is also likely 

that special aids and tools 

will be made available in due 

course to help ensure clean, 

compliant data for EVMPD. 

Quality control is vital if 

the goal of increased patient 

safety is to be met, and any life 

sciences company that takes 

pride in its brand will want 

to pay close attention to what 

goes into these central records. 

Whether penalties are 

applied or not for inadequate 

attention to EVMPD 

submissions, the last thing 

companies want is to be seen 

to fail to meet public health 

and safety improvement 

targets. 

Over time, EMA 

requirements will only 

become more stringent as 

they continue to evolve. 

One possibility is that 

XEVMPD data will be used 

for establishing marketing 

authorization holders’ 

pharmacovigilance fees, a 

subject that is being hotly 

debated at the moment.

Meanwhile the next 

iteration of XEVMPD, ISO 

IDMP (expected to become 

mandatory in 2016), will take 

pharmacovigilance reporting 

to the next level, introducing 

even greater data requirements 

and controls over data quality. 

ISO IDMP is expected to 

have broader geographical 

application too — ie beyond 

Europe. 

So making the effort to 

achieve compliance now will 

stand companies in good stead 

as the global patient safety 

clampdown continues. 

About the author

Miranda Pothiawala 

(Miranda@samarindrms.

com) is director and head of 

software at Samarind RMS. 

The good news is 

that the process for 

submissions has been 

simplified.
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LATE PHASE RESEARCH/REAL-WORLD DATA

May 22–23: Dublin, Ireland

Real world data is quickly becoming a 

necessary component of evidence that 

must be gathered to demonstrate a 

product’s effectiveness to payers, regulatory 

agencies, physicians and patients. This event 

will examine the Big Data explosion and 

the role of new healthcare delivery models, 

looking at shifting stakeholder demands and 

understanding how payer motivations are 

driving requests for value-based outcomes 

data.

http://www.cbinet.com/conference/

pc14011#.Us2AYP15lFw

PAAS 2014 — PATIENT 
ADHERENCE AND ACCESS 
SUMMIT

June 17–18, 2014: Philadelphia, 
PA, USA

PAAS moves adherence programs from theory 

into action. This year’s event puts on spotlight 

on programs achieving ROI on adherence.

http://www.cbinet.com/conference/

conference/pc14116#.UwzE3f3nffM

Stockbyte/Thinkstock Images
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IPHARMA 2014

May 8–9: New York, USA

iPharma 2014 is the most educationally robust digital marketing forum dedicated to bringing 

together the biggest movers and shakers in the life-sciences industry.

Over two days in New York City, key stakeholders and their teams will collaborate to share 

insights and explore effective tools and strategies to revolutionize the way the industry 

engages with consumers and HCPs.

For further information, VISIT HTTP://WWW.CBINET.COM/IPHARMA#.UVOIH_3FZFW

TRANSPARENCY AND 
AGGREGATE SPEND

August 18–20: Washington, DC

The essential meeting place for pharma, 

biotech and medical device executives to 

meet andshare best practices and innovative 

solutions to address the requirements 

surrounding federal, state and global HCP 

spend reporting.

For further information, VISIT 

HTTP://WWW.CBINET.COM/CONFERENCE/

PC14156#.UWZFSV3NFFM
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Wayne Blow
wblow@advanstar.com

◗  US Sales Managers
Bill Campbell
Tel. +1 847 283 0129 

wcampbell@advanstar.com

Mike Moore
Tel. +1 732 346 3054
mmoore@advanstar.com

Laurie Marinone
Tel. +1 508 808 4723
lmarinone@advanstar.com

◗  VP of Sales & Group Publisher 
Russ Pratt 
rpratt@advanstar.com

Mission

 Pharmaceutical Executive Global Digest provides industry intelligence so managers in the international 

pharmaceutical community can advance their business, management and marketing practices to gain 

competitive advantage. PEGD interprets the current and future challenges the industry faces and enables 

pharmaceutical professionals to overcome them with cost-effective, time-saving solutions. 

Published by:

US Corporate Office

641 Lexington Ave., 8th Floor

New York, NY 10022-4503

◗  Chief Executive Officer
Joe Loggia

◗  Chief Financial Officer
Tom Erhardt

◗  Executive VP
Ron Wall

◗  Executive VP
Georgiann Decenzo

◗  VP, Media Operations
Francis Heid
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 Subscribe online at 
www.pharmexec.com
Pharmaceutical Executive Global Digest is FREE to qualif ed 

subscribers in Europe. To apply for a free subscription, or to change 

your name or address, PRESS HERE.

 No part of this publication may be reproduced in any material form 

(including photocopying or storing it in any medium by electronic 

means and whether or not transiently or incidentally to some 

other use of this publication) without the written permission of the 

copyright owner except in accordance with the provisions of the 

Copyright, Designs & Patents Act (UK) 1988 or under the terms of a 

licence issued by the Copyright Licensing Agency, 90 Tottenham Court 

Road, London W1P 0LP, UK.

Applications for the copyright owner’s permission to reproduce any 

part of this publication should be forwarded in writing to Permissions 

Dept, Advanstar Communications (UK) Ltd, Bridgegate Pavilions, 

Chester Business Park, Wrexham Road, Chester, CH4 9QH, UK. Warning: 

The doing of an unauthorized act in relation to a copyright work may 

result in both a civil claim for damages and criminal prosecution.

Custom Reprints: Contact Brian Kolb at Wright’s Media, 2407 

Timberloch Place, The Woodlands, TX 77380. Telephone: 877-652-5295 

ext. 121. Email: bkolb@wrightsmedia.com.

Advanstar Communications (U.K.) Ltd
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