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2015 STATE OF LIFE SCIENCES
HEALTHCARE COMPLIANCE
SURVEY

We all have a keen interest in better understanding the

life sciences healthcare compliance environment and gaining
insight into how companies handle compliance challenges.
To that end, Porzio Life Sciences has created the 2015 State
of Life Sciences Healthcare Compliance Survey.

The following pages detail the responses gathered from compliance
professionals across a variety of life sciences companies, throughout all industry
sectors and company sizes.

Our hope is that this data will serve as a useful benchmarking tool for you and
your compliance program throughout the upcoming year.



B Distributed through various channels -
primarily via email to Porzio Life Sciences
contacts - from September to December 2015

B 60% of respondents chose to take the survey
anonymously

B Sixty-six (66) valid respondents contributed to
this research

* Respondents considered not valid:
o Those with no healthcare compliance responsibilities
o Those who did not answer any questions

o Those who answered only the few opening
profile questions, e.g. company size, company
annual revenue, product category/-ies, number of

employees, etc.

B All 66 valid respondents have healthcare
compliance responsibilities in life sciences
companies

* 29% of valid respondents have only healthcare
compliance responsibilities

* 35% of valid respondents have mostly healthcare
compliance responsibilities

* 27% of valid respondents have a split of healthcare
compliance responsibilities and
other responsibilities

* 9% of valid respondents have few healthcare compliance

responsibilities
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B Only 23% of valid respondents have been
in their current job for less than a year; 40%
have been in their current position for at
least 3 years

B Respondents work in an array of life
sciences industries/markets

B A range of large, medium and small
companies (based on the number of
employees) are represented

B Approximately 1/3 of the companies
represented sell only medical devices;
1/3 sell only pharmaceuticals and the
remaining companies sell some combination
of biotechnologies/medical devices/
pharmaceuticals

B Among the limitations of this study

* The answers are self-reported and not able to be
objectively verified

* ltis possible, though not confirmed, that more than one
person from the same company are included in the
data; if that did occur, they may have not offered the
same answers regarding their company’s healthcare

compliance system/performance

* Not every valid respondent completed the

entire survey
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Complete the following sentence with the statement that best describes
your current job.

“My current job involves...”

Only healthcare compliance responsibilities.

Mostly healthcare compliance responsibilities;
some other company responsibilities.

Some healthcare compliance responsibilities
and some other companyresponsibilities.

Few healthcare compliance responsibilities;
mostly other company responsibilities.

No healthcare compliance responsibilities. (0%)

N=66
How many years have you been in your current position?
20
19
3

o .

<1 Year 1- 2 Years 3-4 Years 5-6 Years 7- 8 Years 9- 10 Years >10 years

N=66
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The name of the industry/market in which your company operates is:

Blood Collection/Salvage
Cardiovascular
Dermatology

Diabetes

Diagnostics

Generic Pharmaceuticals
Genetics

Kidney Disease

Medical Device
Neurology
Neurostimulation

No Answer

NSAIDs

Oncology

Orphan Drugs/Rare Diseases
Orthopedics

OTC Healthcare
Other/Multiple

Pain

Pharmaceuticals
Psychiatry

Urology
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Indicate which of the following categories best describes the products your
company sells.

20 20

— 9
7
Biotechnologies Biotechnologies Biotechnologies, Medical Devices Medical Devices Pharmaceuticals
& Medical & Pharmaceuticals Medical Devices & Pharmaceuticals Only Only
Devices Only Only & Pharmaceuticals Only

N=66

What is your company’s annual revenue?

Don’t Know

No Answer

No Revenue

< $125 Million

$125 - $249.9 Million

$250- $499.9 Million

$500 Million - $999.9 Million
$1- $9.99 Billion

+$10 Billion

N=64
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How many employees work at your company?

17
15
— 9
8
6 6
2 2
! 0
= H
1-25 26-50 51-75 76-100 101-250 251-500 501- 1,001- 2,501- >5000
1,000 2,500 5,000
N=66

Choose a phrase to complete the following sentence.
“Our company sells products...”

B Inside & Outside the United States.

[ Only Inside the United States.

|| Only Outside the United States. (0%)

N=66
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Identify any of the following that your company has operated under at any
point during the last 5 years. [check all that apply]

Deferred Prosecution Corporate Integrity Consent Decree None of These No Answer
Agreement Agreement During the Last
5 Years
N=65
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Choose the statement that best describes the adherence to UNITED STATES
healthcare compliance laws, regulations and codes by companies in your industry.

28

3
0 0
Exceptionally Very Good Bad Very Exceptionally No Answer
Good Good Bad Bad
N=63

Complete the following sentence with the statement that best describes your view.

“Our company'’s performance in meeting UNITED STATES healthcare compliance obligations is...”
Much better than the other companies
in our industry.

Better than the other companies

25

-
[3,}

in our industry.

As good as the other companies

20

in our industry.
Worse than the other companies - 2
in our industry.
Much worse than the other companies l 1
in our industry.

Not applicable because we have no

United States business.

No answer
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Choose the statement that best describes the adherence to EUROPEAN
healthcare compliance laws, regulations and codes by companies in your industry.

29

10
0 0
Exceptionally Very Good Bad Very Exceptionally No Answer
Good Good Bad Bad

N=56

Complete the following sentence with the statement that best describes your view.

“Our company'’s performance in meeting our EUROPEAN healthcare compliance obligations is...”

Much better than the other a

companies in our industry.

Better than the other companies in 21
our industry.

As good as the other companies in 20

our industry.

Worse than the other companies 3

in our industry.

Much worse than the other 0

companies in our industry.

Not applicable because we have _ 9

no European business.

No answer 9 N=57
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e The categories below represent the intent
of the answers given to this open question,
though they are not always exact quotes.

* Some respondents listed multiple things
instead of the “single most important thing.”

® The number on each line is the number of
respondents who gave that answer.

AdvaMed Code Adoption 1
Aggregate Spend Compliance Group 1
Applied the 7 Elements 1
Auditing/Monitoring 1
Automation of Tasks 2
Centralized Compliance Tracking System 1
Communication/Training 1

—

Compliance Initiatives: Created & Expanded

Compliance Officer Appointed/Hired 3
Compliance Staff: New, Experienced 4
Compliance Structure/Training 1
Don’t Know 2
Healthcare Compliance Committee Oversight 1
Hired Me! 1
Hotline 1
Leadership Support/Tone at the Top 4
Needs Assessment 1
Policies, Procedures & Training Implemented 2
Procurement Tracking System™

Resources Added 2
Royalty Audits Enhanced 1
Total Program Overhaul & Training 1
Training 12
Training & Strong Culture 1
Training, Communication, Monitoring & Auditing 1
Work in Progress 1
Zero Tolerance Code of Conduct 1
No Answer 16

*This respondent has an HCC job fitle.
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Is your Compliance Officer a member of the company’s management board?

. Don’t Know

.No

. Yes

I No Answer

Complete the following sentence with the statement that best reflects your views.

“In our industry, the department that most frequently has difficulties adhering to healthcare compliance
laws and regulations is..."”

Clinical Affairs/Research 1
CMC-manufacturing 1
Marketing 12
Marketing and Sales 1
Medical Affairs 2
Other 1
Quality Assurance 1
R&D 2
Sales 38
No Answer 7

Additional Quotes ‘ ‘ Good question. One assumes promotional but in fact
Offered by Respondents: the actual amount per payment is low. R&D and Medical
Affairs carries a higher risk. b

‘ ‘ It depends on the organization and the associate(s)
PORZIO within the organization. It changes constantly. 79
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Which statement best describes how your HCP customers/consultants have
reacted this year to your collection/submission of HCP financial data to comply
with the Sunshine Act/Open Payments?

No HCP has asked questions about the process
and/or the amounts posted.

Nearly no HCPs have asked questions about the
process and/or the amounts posted.

A few HCPs have asked questions about the
process and/or the amounts posted.

17

Some HCPs have asked questions about the
process and/or the amounts posted.

Many HCPs have asked questions about the
process and/or the amounts posted.

No Answer

N=52

Choose the statement that best reflects your view of your company’s
healthcare compliance disciplinary code/policy.

I wouldn’t change anything in our healthcare
compliance disciplinary code/policy.

I would change a few things in our healthcare
compliance disciplinary code/policy.

I would change many things in our healthcare
compliance disciplinary code/policy.

I would scrap our healthcare compliance
disciplinary code/policy and write a new one.

We have no healthcare compliance disciplinary
code/policy.

No Answer

N=53
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Complete the following sentence with the statement that best describes
your view of your colleagues’ understanding of your company’s healthcare
compliance disciplinary code.

“We have a healthcare compliance disciplinary code/policy that is...”

No Answer

Understood across our company.

Understood by most people in our company. (0%)

Understood by some people in our company.

Understood by few people in our company.

Understood by nearly no one in our company. (0%)

This question does not apply because we have no
healthcare compliance disciplinary code/policy.

N=53

Choose the statement that best describes the support your company’s
healthcare compliance efforts receives from your company’s CEO/Board.

No Support

Very Weak Support
Weak Support
Strong Support
Very Strong Support

No Answer

N=54
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Which phrase below most accurately completes the following sentence?

“Social Media postings by our employees regarding the company’s products are...”

16
— 14
12
11
8
| I

Not Managed Very Loosely Loosely Tightly Very tightly No

Managed Managed Managed Managed Answer

N=52

Choose the statement below that reflects the degree to which you agree/
disagree with the following statement.

“Our company’s United States third-party sales distributors/agents must meet the same healthcare
compliance standards that the company has set for direct employees.”

No Answer 15
Not applicable, we have no - 2
US third- party sales distributors/agents.

Strongly Disagree | O

Disagree

Agree

Strongly Agree
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From the following list, rank the top 3 healthcare compliance risks faced by

companies in your industry.

Third Party Vendors

Sunshine Act/Transparency Reporting, Outside the US
Sunshine Act/Transparency Reporting, Federal and State
Social Media

Off-label Promotion

Reimbursement/Coding Guidance

Product Sampling/Equipment Loaning

Price Collusion

Press Releases/Corporate Communications

Patient Privacy

Patient Assistance Programs

Medical Society Interactions

Medical/Scientific Communications

Medical Education Programs

Medical Device Reporting

Internal Emails/Communications

Intellectual Property Development

HCP Ownership of Your Business

HCP Consulting

Grants/Charitable Contributions

Government Employee Interactions

GPO Activities

Foreign Corrupt Practices/International Distributor Due Diligence
Fair Market Value Assessment

Employee/Third-Party Representatives Training
Disciplining Employees/Third-Party Representatives for Compliance Infractions
Contract Pricing, Discounts and Rebates

Clinical Trials

CEO/Management Board Behavior
Auditing/Monitoring

Anti-trust

Anti-kickback

I Greatest Risk

20 7 [l 2nd Greatest Risk

B 3rd Greatest Risk

Several respondents identified more than 3 risks. All identified risks are included in this chart.
Two risks were identified in the “other” category; one mention for each risk:

* Distributors
* Value added services and co-marketing with HCPs




Complete the following sentence with the phrase that best reflects your views.

“Regarding the future, | am

behavior of the United States life sciences industry.”

Very Doubtful
Quite Doubtful
Quite Certain

Very Certain

No Answer
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that healthcare compliance will have a positive impact on the

30

17
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Porzio Life Sciences is dedicated to helping pharmaceutical, medical device
and biotechnology organizations master the evolving regulatory environment.

We enhance the marketing and sales programs of a range of companies:

Pharmaceutical and Medical Device Manufacturers and Distributors
Virtual Pharmaceutical Companies < Contract Sales Organizations

Vendors to Life Sciences Industry Wholesale Distributors and Labelers

We strive to improve the efficiency of life sciences departments, including
sample compliance, legal, regulatory, governmental affairs and marketing
and sales.

We provide compliance tools, such as Porzio Compliance Digest, Porzio GST™ and Porzio
AggregateSpendID®, that enable companies to comply with global, federal and state marketing
and sales regulations.

Porzio Life Sciences is a wholly owned subsidiary of Porzio, Bromberg & Newman P.C., a law
firm nationally recognized for its litigation and regulatory compliance work for the life sciences
industry.

Together, the companies provide regulatory compliance and legal and business services related to
product development, the Prescription Drug Marketing Act, anti-kickback statutes, the Sunshine Act,
Food and Drug Administration regulations, false claims act, ex-US industry codes and Office of
Inspector General guidances.

Questions? To request more information, call 973-538-1690.
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