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Future planning is important for any person or business. Am I 
properly set up for retirement? Can I afford to send my kids to school 
one day? How are we going to make up for lost revenue when 
generic medications are able to hit the market?

That last question is why Big Pharma has to keep its eyes on the 
future. In its world of patent law, most pharma companies only have 
a set amount of time to recoup an investment made into a new drug, 
where, on average, only 2 in 10 are able to cover the cost of research 
and development. In 2017, at least one company could lose up to 
10% of its 2015 annual sales. That kind of turnover can mean as big 
of savings for patients as it does losses for pharma companies losing 
their patent protection.

In the pages ahead you’ll read more about this topic as well as others 
relating to keeping your assets safe and your auditors happy.

Thanks for reading, and I hope you enjoy the April issue of Dickson 
Insights.
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Read more on page 20

There’s No Reason to 
Improve on the Best. 
We Did it Anyway.

DICKSON SOLUTIONS • MEET-UP
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Join us for...

For more information, venue details, and to 
register for the event, visit 

dicksondata.com/meetup2017

We’re holding our inaugural DicksonOne user meeting 
to connect directly with our users, learn about how 
you’re using the features (or what you’re missing out of 
if you aren’t already using DicksonOne), gain feedback, 
and gather your valuable input. We’ll provide breakfast, 
lunch, and snacks throughout the day. Attendance is 
free, so come out and be heard! 

• A live DicksonOne Demo
• A product/Feature Roadmap
• Use cases
• Feedback sessions
• Q&A and networking



There are many voices in the world 
of compliance, and there’s a very 
good reason why. Compliance rules 
are dependent on your industry. 

Compliance itself is easy to define 
but hard to explain. According to 
Merriam-Webster, it is the act of 
conforming, submitting, or adapting 
to a desire, demand, proposal, or 
regimen or to coercion. It’s a pretty 
demanding term, and it’s use in 
business and operations isn’t any 
less so. 

In our industry, compliance is related 
to the requirement to comply with 
a number of rules as defined by an 
industry regulatory body. In Food 
and Pharmaceuticals, this regulatory 
body is known by three letters:  F, D, 
and A. 

The Food and Drug Administration 
introduces a variety of guidance 
documents each year. So many, in 
fact, that they have nearly 4,000 
different documents listed on their 
website, 18 from November 2016 
alone. It’s all a lot to listen to. It also 
means there can be a lot of impact.

Compliance in medicine isn’t 
just a business term for the 
pharmaceutical and food industries. 
It can also be a consumer based one. 
A patient that takes a prescription 
as directed is also defined as being 
compliant. As you may be able to 
imagine, bothersome side effects 
reduce a patient’s willingness to 

remain compliant. This, obviously, 
limits a medication’s effectiveness. 

It’s for those reasons that 
compliance has always been a 
problem for patients who deal with 
schizophrenia. According to an 
article in Forbes, medication for 
the disease often causes sedation, 
blurred vision, drowsiness, dry 
mouth, and weight gain. However, 
new research conducted by the St. 
Jude Children’s Research Hospital 
could change all of that.

Based on the study they conducted 
that was published in Nature 
Medicine, researchers believe they 
have identified a small segment 
of ribonucleic acid, RNA, that may 
help patients find the silence that 
schizophrenics so often fail to 
find. Manipulation of the identified 
microRNA, it’s believed, could 
restore normal function to the 
brain that’s associated with much 
of the issues related to the disease. 
The article in Forbes discussed the 
science behind the discovery in 
more detail.

“Using a novel mouse model of the 
so-called 22q11 deletion syndrome, 
researchers were able to isolate 
miR-338-3p as the microRNA that 
controls production of the protein 
that characterizes the D2 dopamine 
receptor (Drd2), which happens to 
be the main target of antipsychotics 
drugs.”

This is the reason why a children’s 
hospital was studying the RNA to 
begin with. People who suffer from 
this deletion syndrome are more 
likely to suffer an impact in their 
behavior during childhood. As much 
as 43% of those impacted eventually 
develop schizophrenia. It’s the 
hope of St. Jude’s that a better 
understanding of schizophrenia 
and other neurological issues can 
provide a better understanding of 
what normal brain development 
looks like. Eventually, this may even 
unlock clues into the biology of 
cancer cells. That’s still, however, a 
long way off.

These are the reasons why our 
industry has compliance. A lack 
thereof could lead to contaminants, 
added side effects, or, potentially, 
even the death of a patient. Thus 
meaning, a lack of compliance 
on our end could lead to a lack 
of compliance on the end of the 
patient. That’s why sorting through 
the voices matter, why compliance 
doesn’t end at the counter of 
a pharmacy, and it’s why our 
company’s fundamental truth always 
shines through. When it comes to 
compliance, every point matters. 

Have something personal you’d like 
to add to the conversation? Send your 
thoughts to jeff@dicksondata.com for 
a chance to be featured in a future 
blog or article in our magazine.

1. the act of conforming, submitting, or adapting to a desire, 
demand, proposal, or regimen or to coercion.

“they must secure each other’s cooperation or compliance”

DICKSON RESOURCES • COMPLIANCE DIRECTIVES
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We’ve re-thought temperature and humidity monitoring 
making it easier, scaleable, and cost effective.
Your data. How you want it. When you want it.

DICKSONONE • OVERVIEW
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Secure
We utilize bank-grade security 
and Amazon Web Services for 
unparalleled reliability.

Infinite
Securely store all your data in the 
cloud, whether you’re recording 
for days, months, or years.

On Your Time
Create customizable reports delivered 
exactly when you want them.

Anywhere
Wherever you are, access your 
data anywhere, anytime, 24/7.

Automated
Devices send all collected data to the 
DicksonOne servers automatically, so 
you don’t have to.

Immediate
Receive real-time email, text, or phone 
call alarms when excursions occur.

DICKSONONE • OVERVIEW
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We updated the user-interface, and made it 
easy to view and manage your data.

The touchscreen automatically calculates 
and updates summary data for the selected 
time range.

Pushing the play button brings you back to 
the most recent readings, updating the view 
in real-time.

Easily adjust sample rates, set alarms, and 
connect to DicksonOne.

The Touchscreen gives you the option to connect 
directly to DicksonOne. You get all of your data at 

your fingertips, and now you can access it anywhere 
too. Just connect your device to your local WiFi 
network or plug it into an Ethernet port, log into 
DicksonOne, and boom, complete data control.

DicksonOne Enabled • Capacitive LCD Touchscreen 
Replaceable Sensors • WiFi, Ethernet, and USB Connectivity

1

23 3

Email us at support@dicksonone.com | Talk to a specialist at 800.452.4626

DicksonOne Software
One of the most common pain points when discussing monitoring 
is the retrieval of data. DicksonOne loggers send data to the cloud 
automatically, freeing up resources to do what they do best.

Talk to a specialist now | 630-543-3747

DicksonOne
Touchscreen

DicksonOne
Display Logger

Per device billing 
now available!

per device, per month
requires a credit card

MODEL REMOTE PROBE PRICE

TSB
TWE
TWP

USB Download
DicksonOne Wifi/Ethernet Connection and Download
DicksonOne Download and Power over Ethernet

$369
$419
$489

MODEL REMOTE PROBE PRICE

DWE DicksonOne Wifi/Ethernet Connection and Download Starting
at $350

DICKSONONE • PRICING
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We’ll Look Back on in the Future and Ask Ourselves,
“Can You Believe we Used to..?”

As the days, months, and years continue to 
pass we must alway be vigilant of what the 
future may bring. That’s as important in life as 
it is in industries like healthcare. Sometimes 
we look forward and think about what life 
could look like. Other times, we look back and 
wonder how that could have been.

Dana Siegal, a former nurse who is now 
director of patient safety for CRICO Strategies, 
discussed the future of healthcare at a recent 
conference sponsored by the National Patient 
Safety Foundation which analyzes medical 
errors and malpractice risk. She began her 
conversation by discussing a former absurdity 
in the industry.

“It’s absolutely absurd to think there was 
a time when we actually smoked at the 
nurses station, sold cigarettes to patients, or 
bummed a smoke off of patients. What other 
practices will we look back on in 30 years and 
say, ‘Can you believe we used to…?’”

According to STAT, Siegal then opened up her 
conversation to her audience where she and 
the group came up with the following five 
items. Two of which, we’ve covered in detail 
in the past.

CAN YOU BELIEVE WE USED TO…

advise doctors to 
not say I’m sorry?

Often times, humans apologize as an admission 
of guilt. That’s not acceptable for a doctor, at 
least based on current beliefs. 

“As recently as 10 years ago, doctors who hurt 
patients would almost never say, “I’m sorry,” for 
fear that those words would be used against 
them in court,” Siegal told STAT after the 
conference. “We used to never acknowledge 
our mistakes to patients and families.”

CAN YOU BELIEVE WE USED TO…

leave what a 
drug treats off 
prescription labels?

DICKSON SOLUTIONS • CALIBRATION
DICKSON RESOURCES • FIVE PRACTICES
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The average 
amount a 500 
bed hospital 

loses per year

The overall amount 
the U.S. hospital 
system loses on 
communication 

per year

The amount the 
American healthcare 

system could save 
with improved 

communication per year

According to information from STAT, doctors do 
have the ability to write this kind of information 
into their electronic records, but it’s not easy, 
and the pharmacy may not print it on the label. 
(Remember this, because it comes around again 
later)

“Patients get confused about medicine all the 
time,” said Dr. Gordon Schiff of Brigham and 
Women’s Hospital in Boston. One of his patients 
recently told him she had stopped taking her 
medicine for depression. “She happened to have 
her bottles with her,” he said. “It turns out the 
medicine she actually stopped was for diabetes 

— which sent her blood sugar out of control.”

Sound crazy? Schiff agrees. Especially when 
you consider that, according to an AARP survey, 
those over age 50 who are currently taking 
daily prescription drugs are taking four different 
medicines each day. It would be hard to keep 
all of those medicines straight even if they were 
well labeled.

CAN YOU BELIEVE WE USED TO…

watch people wash 
their hands?

There’s a difference between changing behavior 
and modifying behavior. When people know they 
are being watched they’re more likely to exhibit an 
expected behavior. When they aren’t? Well, then 
things tend to change.

“Klaus Nether, director of solutions development 
at the Joint Commission Center for Transforming 
Healthcare, found that hospitals overestimate 
how much people wash their hands: When 
handwashing was overtly monitored by infection 
control staff, eight hospitals self-reported 80 
to 90 percent compliance. But when they 
switched to more sly observation — by insiders 
like chaplains and security guards — compliance 
rates measured much lower, at an average of 48 
percent.”

The false results meant that hospitals were 
unable to identify problems and, thusly, move 
to address them. Some cases were easy to solve 
through means as simple as moving hand washing 
dispensers to new locations. Unfortunately, 
problems are hard to address until they’re 
diagnosed. Hospitals would know. 

CAN YOU BELIEVE WE USED TO…

be so bad at 
communicating?

Okay, technically I’m cheating. Number four 
on the list is about the mounds of paperwork 
and number five is about the (medieval) state of 
medical records. These are both things we’ve 
talked about here in the past and they’re both 
adding to a major leak of green. We were able 
to estimate that updates to telecommunication 
practices could save hospitals upwards 
of $30 billion. It isn’t just a monetary issue 
either. It’s estimated that 70% of accidental 
deaths and injuries in hospitals are caused by 
communication issues. In our opinion, these 
are issues that won’t soon seem outdated, they 
long have been. If you want to learn more 
about bad communication in hospitals visit 
dicksondata.com/HealthcareComm 
for stats, stories and background.

Have something personal you’d like to add to the conversation? 
Send your thoughts to jeff@dicksondata.com for a chance to be 

featured in a future blog or article in our magazine.

of physicians use unsecured 
networks to communicate 

about patients, a violation of 
HIPPA.

of accidental deaths 
and injuries in 

hospitals are caused by 
communication issues.

DICKSON RESOURCES • FIVE PRACTICES
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With the DicksonOne mobile app you can instantly access all 
your data and location information in the cloud.

Anywhere. Anytime.

DICKSON RESOURCES • MOBILE APP
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DICKSON RESOURCES • MOBILE APP
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With the DicksonOne mobile app you can instantly access all 
your data and location information in the cloud.

Anywhere. Anytime.



We compare your 
sensor with a 

standard sensor in a 
stable environment 

across a range 
of temperature 

readings.

If there are any 
differences between 
the sensor and the 
standard, we adjust 
the sensor to align 
with the standard.

We run through this 
process multiple 
times, adjusting 

the device as 
it is compared 

at multiple 
temperatures.

We perform a 
final check of one 

or more points, 
depending on the 

order, and create the 
necessary calibration 

certificate.

CALIBRATION OPTIONS
What works for my company?

• One specific temperature point 
calibration

• Good if your temperature varies little

• Choice to specify the temperature 
   point to best reflect your application

1-POINT NIST
• Three-point (high, middle, and low) 
   temperature point calibration

• Grants a larger proof of accuracy

• Choice to specify the temperature point 
   to best reflect your application

3-POINT NIST

Need help? Let us be your calibration expert. | (630)-923-6565 | support@dicksondata.com

SETTING

Calibration Services
THE STANDARD

Calibrations are essential to all devices that measure a variable. 
However, we often get the questions, “Why isn’t it accurate already?” 

“Isn’t it made to be accurate?” The answers are: it is, and yes. 
However, while our devices are accurate without calibrations, we can’t 

be positive they are accurate to a specific measurable degree (and 
thus can’t prove their accuracy) unless we perform a calibration.

DICKSON SOLUTIONS • CALIBRATION
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Now, you have the option to calibrate the sensor as 
opposed to the unit. Think of it like this: the Replaceable 
Sensor takes an environmental reading, and the data logger 
or chart recorder records that environmental reading. By 
splitting up the sensor from the data logger and chart 
recorder, we’ve created a plug and play device, that will keep 
you in compliance, but save you time and resources.

cost-effectivezero down time

All Dickson sensors come 
pre-calibrated with upgrade 

and certificate options.

fast & efficient

Pull the old sensor off. 
Put the new sensor on. 

It’s that simple.

72.5 72.5
72.5

72.5

72.5 72.5
72.5

72.5

72.5 72.5
72.5

72.5
72.5 72.5

72.5
72.5

1 2

3 4

cost-effective

Back up units are no longer 
needed. Pay for a sensor, 

not an extra device.



Want more information? Contact a specialist today! 
630.923.6565

Want to know your facility better?
Leave it to us.
Temperature mapping your facility, warehouse, or equipment is a daunting 
task. We know, we’ve done it a lot. Dickson can help keep your business 
fully compliant, streamline your business operations, and protect sensitive 
products with our temperature mapping services. 

Some industries are required to have documented 
evidence that environments are under state of control.
Let Dickson’s skilled professionals get you up to date.

LET’S GET STARTED
Once the mapping has ascertained where the points of 
temperature variation lie within a temperature controlled 
environment, then permanent monitoring can be installed 
so that owners and users can prove their adherence to the 
related health and safety standards.

DICKSON SOLUTIONS • TEMPERATURE MAPPING
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PLAN 
OF ATTACK

We evaluate and decide 
where to place devices 

for a successful mapping.

MEET AUDIT 
REQUIREMENTS

Rely on our expertise to 
create reports that are 
defendable in an audit.

ENVIRONMENTAL 
INVESTIGATION

We’re here to digest, analyze, 
and help you understand 
your facility and its data.

WATCH WHILE
WE WORK

We’ll handle the process 
from start to finish so you 

don’t lose time.

IN-HOUSE 
CALIBRATED DEVICES

No 3rd party vendors 
here, saving you time and 

headaches.

If you’re in the quality assurance business like us, validation is a term you hear every day. “Valida-

tion” falls under the umbrella of terms businesses use to discuss the quality of their product, facility, 

or service. For those not well-versed in the world of quality assurance, hearing ”validation” can send 

you running to hide under your desk. Luckily, Dickson offers validation services for our DicksonOne 

and DicksonWare software customers, also including temperature controlled equipment such as 

refrigerators, stability chambers, freezers, walk-in chambers, and much more.

TESTS
VERIFICATION OF CORRECT 
EQUIPMENT INSTALLATION

ENSURES
CORRECT INSTALLATION OF 

SYSTEM PER SPECS

ESTABLISHES
A BASELINE FOR EQUIPMENT

TESTS
VERIFICATION OF CORRECT 

EQUIPMENT OPERATION

ENSURES
CORRECT OPERATION OF 

SYSTEM PER SPECS

VERIFIES
SYSTEM MEETS CLAIMS FROM 

PARAMETER

TESTS
VERIFICATION OF CORRECT 
EQUIPMENT PERFORMANCE

ENSURES
CORRECT PERFORMANCE OF 

SYSTEM PER SPECS

VERIFIES
SYSTEM MEETS CUSTOMER’S 

INTENDED PURPOSE

DICKSON SOLUTIONS • VALIDATION
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CHART RECORDERS
Want a physical readout right where you are monitoring? Our Chart 
Recorders have you covered. For ninety years we’ve built the best 
chart recorders in the business. Check out our models below.

8 and 6 Inch Models

4 and 3 Inch Models

MODEL FEATURES STARTING PRICE

KT6P5
KT8P0
TH6P1
TH8P0

6 Inch Temperature
8 Inch Temperature
6 Inch Temperature and Humidity
8 Inch Temperature and Humidity

$369
$419
$489
$489

MODEL FEATURES STARTING PRICE

SL4350
SL4100
SC367

4 Inch Temperature
4 Inch Temperature
3 Inch Temperature

$239
$239
$239

DICKSON SOLUTIONS • PRODUCTS
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INDICATORS
Instant Data Solutions

Compact Display

DATA LOGGERS
For data loggers, information (temperature/humidity measurement 
and date and time) is stored as information. That data is stored in 
the device for later download (via software) onto a computer, or 
sent to a cloud application or server for remote access.

SP125
Temperature Logger
Accuracy: ±1.2°F, ±.7°C
Range: -10°F to 176°F, -23°C to 80°C

$119

TP125
Temperature & Humidity Logger
Accuracy: ±0.8°F, ±.44°C
Range: -10°F to 176°F, -23°C to 80°C
Humidity: +/-2% RH from 0 to 60%; +/-3% RH from 60 to 95%

$199

SK550 $699
Temperature Logger Pack of 12
Accuracy: ±1.8°F, ±1°C
Range: -4°F to 158°F, -20°C to 70°C

TK550 $699
Temperature & Humidity Logger Pack of 12
Accuracy: ±1.8°F, ±1°C
Range: -4°F to 158°F, -20°C to 70°C
Humidity: ±2% RH from 0 to 60%; ±3% RH from 60 to 95%

SP425 $159
Data Logger with Large Display and Probe
Accuracy: ±1.2°F, ±.7°C
Range: -300°F to 2000°F, -184°C to 1093°C

TP425
Temperature & Humidity, Pack of twelve units
Accuracy: ±0.8°F, ±.44°C
Range: -4°F to 158°F, -20°C to 70°C
Humidity: ±2% RH from 0 to 60%; ±3% RH from 60 to 95%

$249

INDICATORS
High Temp Solutions

HT300 Waterproof, High Temperature Data Logger
HACCP and FDA Compliant. USB Download. IP68 Rating.
Temperature Range: -40°F to 257°F, -40°C to 125°C
1 & 3 Point Calibration options available.

HT350 High Temperature Process Logger
HACCP Compliant. K-Thermocouple Probe, USB Down-
load, and a large temperature range.
Temperature Range: ±1.8F from -22 to 122F 3.8°F
(±1C from -30 to 50C 2.1°C)
1 & 3 Point Calibration options available.

TC700 Touchscreen Handheld Indicator
Instant temperature/humidity data. 
No-slip silicone cover. Battery powered.
Temperature Range: -40 to 185°F, (-40 to 85°C)
Humidity Range: 0 to 95% RH (non-condensing)

TH700 Touchscreen Handheld Indicator
Instant temperature/humidity data. 
No-slip silicone cover. Battery powered. 
Temperature Range: -200 to 1999°F, (-128 to 1093°C)

$349

$349

$299

$299

19
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There’s No Reason to 
Improve on the Best. 
We Did it Anyway.

Dickson’s Display Loggers, one of our top 
annual sellers, have been fully redesigned 
to incorporate features from our best 
selling devices into non-connected units.

The logger will be able to collect all of 
the temperature and humidity data you’ve 
become accustomed to from Dickson’s 
replaceable sensors. You can learn more 
about Replaceable Sensors on page 15.

Starting at $199 the DSB will be available 
for purchase beginning in Q2. Visit 
DicksonData.com/DSB for more info.

The newest member to the Dickson family.

TEMPERATURE SENSORS STARTING AT $110

• Ambient Temperature & Humidity Sensor  

• Single/Dual K-Theromocouple Temperature Sensor  

• Platinum RTD Temperature Sensor  

• Ambient Temperature Sensor  

• Single/Dual Temperature Thermistor Sensor 
   with buffer solution

Get more out of DicksonWare.

Available in Q2, DicksonWare will allow you to store and share data 
easily with others in your organization by uploading it to our cloud-
based environmental monitoring system, DicksonOne.  
For more information visit DicksonData.com/DicksonWare.

At last, 2016 has faded away into the past as 
the future of 2017 stands before us. For many, 
that change couldn’t have come soon enough. 

Just turn to Google for that proof. 

A Look at the Pharma Companies that have the Most to Lose
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For some though, the transition of a calendar 
means the inevitability of eroding profits. For 
those companies, each tick of the clock is a tick 
closer to the expiration of a patent. In the world 
of pharmaceuticals, that means a forthcoming 
generic drug that often provides a low cost 
alternative to an expensive name brand option. 
When patents are worth billions it’s worth 
keeping your eye on what’s to come.

What does a Pharmaceutical Patent do?

According to an article by news-medical.net, 
when a drug is under patent protection, only 
the company that holds the patent is allowed to 
manufacture, market the drug, and eventually 
make profit from it. Patents in the industry 
typically last for 20 years from their issue date, 
however, because patents are often applied 
long before a drug reaches the market, most 
drugs are only protected for between seven to 
twelve years once it goes on sale.

Why Does it Take so Long to Get a Drug from 
R&D into the Hands of a Patient?

The FDA publishes a tremendous amount 
of information on Investigational New Drug 
(IND) applications for new drugs. It’s a 
process that requires paperwork, approvals, 
exemptions, and more. Currently, federal 
law requires that a drug be the subject of an 
approved marketing application before it is 
transported or distributed across state lines. 
Because sponsors will most likely be shipping 
investigational drugs to clinical investigators in 
many states, it must seek exemption from the 
requirement. Here’s an excerpt from the FDA’s 
website.

“During a new drug’s early preclinical 
development, the sponsor’s primary goal is 
to determine if the product is reasonably safe 
for initial use in humans, and if the compound 
exhibits pharmacological activity that justifies 

“While it is 
commonly 

believed that 
the FDA’s drug 

approval process 
is slower than 

its foreign 
competitors, it is 
often faster and 
more willing to 

approve certain 
drugs.” 

ANNUAL 
ESTIMATED 
REVENUE
In millions of USD

For a list of sources, please visit DicksonData.com/Patents2017

DICKSON RESOURCES • FEATURE
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commercial development. When 
a product is identified as a viable 
candidate for further development, the 
sponsor then focuses on collecting 
the data and information necessary 
to establish that the product will not 
expose humans to unreasonable risks 
when used in limited, early-stage 
clinical studies.” 

Once the drug is ready for human 
testing, the FDA steps in to begin its 
role and the process moves forward 
in one of any number of directions 
depending on the type of drug that’s 
being patented. 

1. INVESTIGATOR IND 
This drug is submitted by a physician 
who both initiates and conducts the 
investigation on the drug and under 
whose direction the drug would be 
administered or dispensed. 

2. EMERGENCY USE IND 
This is for use with an experimental 
drug in an emergency situation that 
does not allow time for submission of 
an IND in accordance with a number 
of guidelines. It is also used for 
patients who do not meet the criteria 
of an existing study protocol or if an 
approved study protocol does not 
exist. 

3. TREATMENT IND 
This is used when an application is 
submitted for experimental drugs that 
show promise in clinical testing for 
serious or immediately life-threatening 
conditions while the final clinical work 
is conducted and the FDA review takes 
place. 

It’s important to note that there are 
two IND categories, Commercial and 
Research (non-commercial), and that 
they must contain information in three 
broad areas. 

1. ANIMAL PHARMACOLOGY AND 
TOXICOLOGY STUDIES 
Preclinical data must be included in 
order to permit an assessment as to 
whether the product is reasonably 
safe for human testing. Information on 
drug results on humans from foreign 
use is also relevant for this section. 

2. MANUFACTURING INFORMATION 
Information pertaining to the 
composition, manufacturer, stability 
and controls used for manufacturing 
the drug substance and the drug 
product must be provided in the 
application. This information is 
assessed to ensure the company can 
meet the necessary supply needed for 
consumer demand.

3. CLINICAL PROTOCOLS AND 
INVESTIGATOR INFORMATION 
Detailed protocols for proposed 
clinical studies must have been 
considered for the FDA to assess 
whether the initial-phase trials will 
expose subjects to unnecessary 
risk. It must also include information 
on the qualifications of clinical 
investigators to assess whether they 
are qualified to fulfill their clinical 
duties. The application must show 
that a commitment will be made to 
obtaining informed consent from the 
research subjects, obtain review of the 
study by an instructional review board 
and adhere to IND regulations.

Once submitted, the sponsor must 
wait 30 calendar days before initiating 
any clinical trials. During this time the 
FDA can review the IND for safety to 
assure that those involved in human 
testing will not be subjected to 
unnecessary and unreasonable risk. 
Once this process is approved, and 
eventually completed, the process 
moves from an IND application to 
a New Drug Application where the 
medicine is tested for safety and 
its overall effectiveness. Only 5% of 
medicines developed are able to 
complete this full process. 

What Happens When Patents Expire?

As we discussed going into 2016, 
manufacturers desiring to sell the 
now-generic version of a drug that 
has gone off-patent do not need to 
prove the safety and efficacy of the 
drug since that has already been done. 
Instead, they submit a New Drug 
Application (ANDA) to the Food and 
Drug Administration (FDA) intended 
to demonstrate that the proposed 
generic is the same as the previously 
approved drug. 

While it is commonly believed that the 
FDA’s drug approval process is slower 
than its foreign competitors, it is often 
faster and more willing to approve 
certain drugs. Seventy-five percent of 
the new drugs approved by both the 
FDA and European Medicines Agency 
(EMA) between 2006 and 2010 were 
first approved in the United States, 
while the FDA approved 32 of 35 
prospective cancer drugs from 2003-
2010. The EMA approved only 26.

You can read more about the overall 
investment that pharmaceutical 
companies spend to develop patents 
in last year’s blog. (Just Search Patents 
2016 at Blog.DicksonData.com)

Who’s in line to lose the most?

Last year, it was Astra Zeneca. They 
lost patents on two major drugs, 
Cestor and Seroquel XR, that were 
worth a combined annual revenue of 
$7.34 billion. While the patent numbers 
aren’t nearly as large in the upcoming 
year, Merck still has the most to lose 
with four drugs losing protection. 
Their total value is estimated at nearly 
$3.4 billion. That accounts for nearly 
10% of their sales based on their 
published 2015 financial data. While 
they won’t lose out on the entirety of 
the $3.4 billion, historical sales losses 
aren’t positive for pharma companies 
losing money to generics. When Pfizer 
lost its patent protection for Lipitor, 
which made $12.9 billion in sales at its 
highest point, it lost 90% of its revenue. 

This often means large scale savings 
for patients in need of life saving drugs. 
In 2008, there was often a savings 
of more than 70% on generics when 
compared to their brand named 
counterparts. While the major pharma 
brands are slated to lose out on 
revenue, the patient savings speak 
for themselves. It means that those 
in need of these drugs are as happy 
that 2016 is over as the rest of Google. 
There’s no reason to do a search on 
that.

Have something personal you’d like 
to add to the conversation? Send your 
thoughts to jeff@dicksondata.com for 
a chance to be featured in a future 
blog or article in our magazine.
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Dickson will be at Breakthroughs in Washington D.C. 
this year! Come visit us at Booth 1029!

Dickson is hosting a user meet up in Chicago  
for May 10th! Read more on page 3 or at 

dicksondata.com/meetup2017
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