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Embracing
Change.

It Can Offer Big Opportunities.

JEFF RENOE « DICKSON INSIGHTS EDITOR-IN-CHIEF

As we've matured as a species we've learned how to better care for ourselves so that we
can live longer. Over the last one hundred years we've seen life expectancies double, triple

and, in some countries, even quadruple.

From treatment, to an understanding of disease, to the medicines that prevent illness,
protect us and help us recover, modern medicine has been a major driver of these gains.
To say that pharmaceuticals are a major part of this wouldn't be doing the industry an

injustice. It's big business after all.

That's why it's often important for us to pay attention to the business and watch how
things are changing, because changes affect the industry and the opportunities for
consumer care. New breakthroughs can mean new hope for patients who are suffering.
Changes in insurance law can mean stress for both providers and consumers who are in
need of care. And, one of the most important aspects from the business side can often

involve the expiration of valuable drug patents.

This month, you'll find stories like this in the pages that follow, with more information often

available online at blog.dicksondata.com.

Thanks for reading, and | hope you enjoy the April issue of Dickson Insights.
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Reader Malil

During last quarter's feature stories, we covered
topics relating to humidity and its effects on the
body and the workplace. Within one story we
touched on the effects that mold can have on
your health. Here is an excerpt from the piece.

Different people can have different reactions
to inhaling air that contains mold spores. Some
people suffer irritations from the fungi. Mold
can cause symptoms in these people such as na-
sal congestion, eye irritation, wheezing, or even
cause them to break out in rashes. Some people
deal with serious allergies to mold which can
cause a more severe reaction. This could cause
fever, shortness of breath and respiratory illness.
It can even trigger Asthma attacks in those with
the condition. The Center for Disease Control
and Prevention (CDC) has also noted that recent
studies have suggested a potential link of mold
exposure to young children and the development
of asthma. The chronic lung disease accounts for
nearly two million emergency room visits each
year and kills nine Americans every day.

According to the University of Minnesota En-
vironmental Health Sciences Division, mold is
also dangerous to the body through ingestion
or absorption. When we ingest the fungus on
spoiled food, it affects the digestive system and
can cause diarrhea, dehydration, nausea and
stomach cramps. Dermal absorption is rare and
occurs through skin contact. Our bodies interact
with mold often in the natural environment, but
through personal hygiene, we are able to remove
any contamination before it becomes a problem.
However, if we do not keep ourselves clean, or
are unable to clean our skin surface regularly,
disease could exist.

This hit close to home with one of our readers,
Cindy Beckwith. She sent us a letter to share her
firsthand account with high levels of moisture
and how such conditions affected her body and
work experiences.

Cindy offered us the chance to publish this letter
because she wanted others to know that these
risks are real and potentially life changing. If
you're having issues that you believe may be re-
lated to mold or other inhaled fungi in your home
or office, make sure to visit the doctor early be-
fore the damage potentially becomes irrevers-
ible. You can read more on the dangers of mold
in our blog at blog.dicksondata.com/2016/02/
mold-and-moisture/

DICKSON RESOURCES > Reader Mail
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Dear Editor,

Mold is a health risk that too many people take lightly. About six years
ago, | worked in an office building with mold contamination. During the
early spring, the building was hit by a small tornado and flooding (that
caused) the structure and carpeting to become saturated. During the
heat and humidity of the late spring/early summer, the windowless office
I worked in began to smell musty. Others from outside noticed and the
handful of girls working alongside me in the small space we shared began
to complain about the smell. | began to notice chest pain and a cough
while on my afternoon walks around the building. The cough, chest pain
and eventual breathlessness progressed enough for me to mention it to
my doctor to investigate further.

After trying an inhaler to see if it would alleviate the symptoms, (to

me and my doctor’s surprise it did), he began asking questions about
the building | worked in. I mentioned it was probably built in the later
70's, (was) windowless and recently flooded. He suspected adult on-
set asthma from prolonged mold exposure and after | was examined by
numerous specialists his suspicions were confirmed. | had begun to break
out in hives from the mold in my office and had to eventually leave the
position due to severe illness. Six years later my asthma persists though
not nearly as bad. | use a daily inhaler and a rescue inhaler and probably
will the rest of my life due to the prolonged exposure to mold damaging
my lungs.

Sincerely,

Cindy Beckwith

Connect With Us: 0 o @



The Zika Virus

The Zika Virus:

A Bite That's Worse Than The Bark

ear. It's an emotion that humans

feel in order to command a re-

sponse of caution. It can happen

for many reasons, but often it's

the unknown that drives the feel-

ing. Rarely is that more evident
than when it comes to our health, let alone the
health of our children. It's for that reason that
the Zika virus has gotten the US government
involved, from the CDC all the way to President
Obama himself.

Beginning in May of 2015, the Pan American
Health Organization (PAHO) confirmed the first
Zika virus infection in Brazil. That infection led
to reports of the Guillain-Barre syndrome, a
condition that causes pregnant women to give
birth to babies with birth defects and, at times,
poor pregnancy outcomes. Since it's appearance
in South America, the syndrome has spread
north, out of South America and into Mexico in
the North American continent. As of publishing,
more than 150 cases of the virus had been diag-
nosed in the US.

Late last month, the World Health Organiza-
tion made it known that the virus had begun
“spreading explosively” throughout the Ameri-
cas, and an estimated three to four million in-
fections have occurred in the region over the last
twelve months. The rapid spreading is due to its
primary method of transition: The mosquito.
Now, with the swift migration of the disease
northward, the President is applying pressure
on the CDC to expedite diagnostic tests, vac-
cines and therapeutic drugs. Unfortunately vac-
cine development typically takes years.

The ‘typical’ development process has several
steps, from development to trials to approval
and licensure. The exploratory stage that in-
volves basic laboratory research can often take
as much as two to four years and, as we dis-
cuss in this month's feature, 95% of medicines
actually fail during development. There is hope,
however. The Zika virus fits in the same family
as several others that have already begun vac-
cine creation, including dengue, West Nile and
chikungunya. Unfortunately, falling under the
umbrella of other viruses provides no guaran-
tees that a solution is any closer at hand, but it
is likely that they offer a roadmap for develop-
ing something similar against the new threat.
In fact, the Daily Mail has already reported that

the US may have a number of vaccines that are
ready for human trials though one likely won't
be ready to go live for several years. Not to be
out done, the Daily News has reported that a
Canadian developer has presented an aggres-
sive timeline that would claim to produce an
antidote prior to the end of 2016. Still, neither
opportunity is a guarantee that a solution is at
hand.

While we're left having to wait for a solution,
whether it be a cure or a preventative measure,
all we can do is help protect people against de-
veloping the virus by educating them on how
to care for themselves and their loved ones.
Because the primary carrier method is through
mosquitoes, it'll be important to take precau-
tions in order to guard against the breeding of
the bugs and to protect yourself from being bit-
ten by mosquitoes that hatch.

Wikihow.com has compiled a great list on how
to guard against breeding. Below are a few high-
lights.

« Eliminate Standing Water | Stagnant wa-
ter can quickly become a mosquito breeding
ground. Make sure that places where water
stands are cleaned regularly, and if the water
is collected purposefully make sure you replace
it or use something, like a fountain, to keep the
water circulating.

» Keep lawns, bushes and weeds neatly
trimmed and well maintained | This is more
for keeping the mosquitos away than breeding
new ones. Tall grass and full shrubbery provides
locations for the insects to rest and hide from
other predators.

» Eliminate or fill nooks, crannies and holes |
These are locations that can harbor mosquitoes
so that they can lay their eggs. If you can't re-
move them from patios, trees or your yard, con-
sider filling them with sand.

The CDC has also put together a number of
pointers for keeping yourself from being bitten.
Again, here are a few highlights.

» Wear insect repellent | According to the CDC
such chemicals are safe and, when used as di-
rected, they are the best way to protect yourself
and those around you from getting bitten.

= Cover Up | It's tough to think about in the hot
summer months, but, weather permitting, cover
up with long sleeved shirts and pants and keep
your skin covered and reduce risk.

» Keep bugs outside | If air conditioning isn't
an option make sure that all windows and doors
have screens that are in good shape and will
keep the bugs out of your home.

Even though there is no way to guarantee per-
sonal safety, these tips can help reduce your
risk. If you do happen to contract the iliness, the
most common symptoms include fever, rash,
joint pain or conjunctivitis. Also, make sure to
avoid being bitten if you are infected to reduce
the spreading of the syndrome. The CDC has
also made additional suggestions and informa-
tion available for women who are pregnant.

Caution is always something that should be
shown when a new illness appears, especially
when it is one we are ill prepared to face. How-
ever, as we educate ourselves and continue to
learn about the virus we can work together to
reduce risk and limit its ability to spread. Then,
hopefully, we can all learn to face it without fear.
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DicksonOne

Wireless Temperature and Humidity Monitoring

DicksonCne

I T N e & Cumens T 150550

Cooler 1 mum

HOW IT WORKS

When you log onto DicksonOne.com, your environmental data, from every location, appears before your eyes.
Charts and pens, get outta here. USB cords and software on a disc, you too. DicksonOne Loggers transmit your
data wirelessly to the DicksonOne Cloud, where you can access it anytime.

Connect With Us: 0 o @ @ 5



MONITORING SOLUTIONS > DicksonOne

Power Over Your Environment

EMAIL, TEXT & PHONE CALL ALARMS

When something bad happens in your facility,
DicksonOne can send anyone in your
organization an email, text, or phone call.
Temperature too high? Humidity too low?
We've got you covered.

CUSTOMIZABLE REPORTS

Devices Events  Reports  Alms ) Manage - Suppon =
Current Alarms
Alarm Triggered Device Condition

01202015 03,0813 PM CST Toute Temperature < 55.0°F

Alarm history

Alarm Triggersd Device Condition

Q192015 025313 PM CST Touchscreon Temperaiure < $3 0°F
Vaocing Friog

011182015 0443113 AN CST Temperature < $5.0°F

Recent Reading

538°F

Duration

T tws, 30 mins

& Iws, 30 mins

© Current Time: 2210271

The DicksonOne Reporting Suite allows

you to:

» Create and customize reports for any and
all of your loggers

» Choose who in your organization will
receive which reports

» Change and modify the frequency
of reports

DicksonOne

Report Numero Uno
08/27/2014 - 08/28/2014

Oven Test Unit

Channal Avarage Ml Mpximism

Taeparatury TI4F To5F TS O'F

idaan Kinate Tamp

Vit currand plaim daty
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MONITORING SOLUTIONS > Temperature Mapping Services

TEMPERATURE MAPPING SERVICES

KEEPING
YOUR PRODUCTS

SAFE

HOW IT WORKS:

GO
o K::

CALL US: 630.543.3747

WHAT YOU GET:

WHAT WE OFFER:

e“ o%-

WE MAP TO YOUR NEEDS WE PROVIDE DIRECTION

Warehouse Mapping

Problem Spot Analysis

Refrigerator, Freezer, and Incubator Mapping
Control System Analysis

Acceptance Criteria Creation

Temperature Recovery Studies

Self-Mapping Kits

Temperature and Humidity Monitoring Consultation

90 Years of Temperature Mapping Experience

A team of expert Consultants, Engineers, and Mapping Technicians
21CFR11 Compliance

High Accuracy, High Reliability Data Loggers

A2LA Calibrated Temperature Recorders

Secure Data Recovery, Analysis, and Distribution

Connect With Us: o @ @ 7



Meet The New

Logger

THE BEST JUST GOT
BETTER

rger, More Detailed Display » Compatible with New Universal Replaceable Sens

Over the Air Updates = Smaller Footprint

Updated Design

8 3 Ways to Order | www.DicksonData.com | PHONE 630.543.3747 | FAX 800.676.0498



DicksonOne Touchscreen Loggers

Our goal when designing the new line of Touchscreen Data Loggers was to create a feature-heavy and
easy-to-use device that allowed users access to their entire data history, anywhere. We pushed the limits
of connectivity, user-interface, and functionality, to deliver the most robust data logger on the market.

Data At The Source

Z10PM
o The Graph Your environmental history just got a whole lot Mon 2/09/2015
easier to navigate through. We overhauled the user-interface, | T o
and made it easy to view and manage your data. : :
BO°R

o Your Channels Every touchscreen will automatically calculate |
the minimum, maximum, and average temperatures of your

selected view.

I-time Monitoring Push the play button, and your device

MM's B” Touch 8
12:27 AMCST

e =
365%  65.4°F

te back to the most recent set of readings. 9 0 W S S

ou can adjust sample rates, set

r Touchscreen is robust. When you navi- @

Connect With Us: 0 o @ @
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MONITORING SOLUTIONS > Touchscreens

Touchscreen Vaccine Fridge

Touchscreen Vaccine Fridge

S5 40%
28 40,

58.35%

58.30%

52D $5.15%
15:55 16.00 16:05 16:10 16:15 16:20 16:25 16:30 16:35 16:40 16:45 16:50
y
Aug ‘14 Sep 14 Oct'14 Nov ‘14 Dec ‘14 Jan ‘15
ol ;
m 24h| Td | tm |[3m | 6m | 1y Al | Start dayfime End day/time ﬁ .gx.
Temp Humidity Dew Point Real Time
ON OFF | OFF | & Reference Lines @& Compare Devices # Export 3¢ Replace X Delete
Average Minimum Maximum Mean Kinetic Temp
Temperature 54.1°F 53.8°F 54.3'F 54.1°F
Relative Humidity 58.3%RH 58.2%RH 58.4%RH

NOW WITH DicksonOne

The Touchscreen now 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 Allows You To:

= Get email, text, or phone call alarms from your Touchscreens.
Temperature

= Access every one of your Touchscreens' data history on one Current Minimum; 56.4°F
website. 56.4°F  Maximum; 652

» Generate customizable reports, delivered directly to your inbox
when you want.

Relative Humidity

Current

Minimum: 47.6%RH
53.2%RH Maximum: 68.3%RH

The new Touchscreen allows for USB download
to DicksonWare.

Only DicksonWare A017/A027 will function with
Touchscreen Loggers.

10 3 Ways to Order | www.DicksonData.com | PHONE 630.543.3747 | FAX 800.676.0498



DicksonOne

Touchscreen

MODEL REMOTE PROBE

TSB USB Download

TWE DicksonOne WiFi/Ethernet Connection and Download
TWP DicksonOne Download and Power over Ethernet

The TSB, TWE, and TWP all allow for basic USB download independent of
DicksonOne. Use DicksonWare A017/A027 for USB download with these
models.

DicksonOne

Display Logger

MODEL REMOTE PROBE

DWE ‘ DicksonOne WiFi / Ethernet Connection and Download

DicksonOne

Software

DEVICES FEATURES

1to 10 Unlimited Data, Multiple Sample Rates, API Access,
Email, Phone, and Text Alarms

11to 25 Unlimited Data, Multiple Sample Rates, API Access,
Email, Phone, and Text Alarms

26 to 50 Unlimited Data, Multiple Sample Rates, API Access,

Email, Phone, and Text Alarms
51+ Unlimited Data, Multiple Sample Rates, API Access,
Email, Phone, and Text Alarms

*  Dickson offers a Basic Plan with a rolling window of 30 Days of data. One hour sample rates
for unlimited loggers at no cost.

MONITORING SOLUTIONS > DicksonOne
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DICKSON
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MONITORING SOLUTIONS > Replaceable Sensors

Calibration In Five Seconds

HOW REPLACEABLE SESORS WORK

Dickson Replaceable Sensors are Dickson’'s answer to the headache of calibrating your temperature or
humidity monitoring device. When your device needs to be calibrated, just pop off your sensor and
pop on a new one. It's that easy. Now when you order a DicksonOne or Touchscreen Logger,
you get the benefit of never having to ship a logger back to us again.

WITHOUT REPLACEABLE SENSORS WITH REPLACEABLE SENSORS
1. Order arecalibration for your device 1. Order a Replaceable Sensor
2. Acquire a Return Authorization Code from a Dickson 2. Take old sensor off, put new sensor on

Representative
3. Take unit out of its environment
Move products out of environment/install backup
monitoring system
Box unit up
Ship unit to Dickson
Dickson recalibrates unit and ships it back All DicksonOne and Touchscreen Loggers are
Receive the unit
Disassemble backup system/move product back RS COM PATI BLE'
into environment
10. Reinstall unit/system

Total Down Time: 7 - 10 Da\/S

Total Down Time: O Da\/S

=

L N W

12 3 Ways to Order | www.DicksonData.com | PHONE 630.543.3747 | FAX 800.676.0498



MONITORING SOLUTIONS > USB Data Logging

Temp Solutions

o HT 300 Waterproof, High Temperature Data Logger
HACCP and FDA Compliant. USB Download. IP68
Rating. Temperature Range -40° to 257°F
(-40° to 125°C).

o HT350 High Temperature Process Logger HACCP
Compliant, K-Thermocouple Probe, USB Download,
and a large temperature range. Temperature Range
-40° to 257°F (-40° to 125°C).

|

S AT R A

D605 Probe sold separately. For more information on
Dickson's Probes and Accessories, visit dicksondata.com.

Instant Data Solutions

© 7C700/TH700 Touchscreen Handheld Indicator
Instant temperature or temperature/humidity data.
No-slip silicone cover. Battery powered.

RL200 Report Logger We decided to make the best
compact data logger on the market, our RL200. With
anew outer case, user selectable logging times, and
redesigned PC interface, it's exactly what you need.

DICKSON

Connect With Us: G o @ 13



MONITORING SOLUTIONS > Chart Recorders

Temperature and Temperature/Humidity

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

Eight and Six Inch Chart Recorders display detailed temperature and
humidity values.

MODELS AND FEATURES
KTeP 6 Inch Temperature
KT8P 8 Inch Temperature

THeP 6 Inch Temperature and Humidity
TH8P 8 Inch Temperature and Humidity

DICKSON

4 and 3 Inch Models

Four and Three Inch Temperature Chart Recorders designed to fit any

application.

MODELS AND FEATURES
SL4350 4 Inch
SL4100 4 Inch
SC3 Series 3Inch

Charts sold separately. For charts and accessories, call 630.543.3747
or go to www.DicksonData.com.

14 3 Ways to Order | www.DicksonData.com | PHONE 630.543.3747 | FAX 800.676.0498



MONITORING SOLUTIONS > Pressure Recorders

PRESSURE DATA LOGGERS

Pressure Data Logger One second sampling rate. User replaceable
battery. Optional delayed start. USB connectivity. Pressure sensor
includes built-in diaphragm seal.

PR125 0-100 PSI
PR325 0-300 PSI
PR525 0-500 PSI

USB Connection.

PR150
PR350

PRESSURE CHART RECORDERS

Rugged Utility Pressure Data Logger Water resistant case.
3 year battery. Unobtrusive design. Fits easily in a toolbox.

MODELS AND FEATURES

0-100 PSI PW860/1
0-200 PSI PW8e64/5
0-300 PSI PW866/7
0-500 PSI

0-1000 PSI PW875

or go to www.DicksonData.com.

Connect With Us: o o @

4 and 8 Inch Models

Four and Eight Inch Chart Recorders to meet your needs.

Single AA battery powered. Rugged low-maintenance design features.
7-day or 24-hour recording times. 1/4 inch NPT Connector.

PW470
PW474
PW476
PW479

Charts sold separately. For charts and accessories, call 630.543.3747

15



MONITORING SOLUTIONS > Mapping and Display Data Loggers

16

MAPPING DATA LOGGERS

www.DicksonData.com

SP125 Temperature Logger. Accuracy =1.2°F, x0.67°C. SK550 Temperature. Pack of twelve. Accuracy +1.8°F, =1°C.

Range -10to 176°F, -23 to 80°C. Range -4 to 158°F, -20 to 70°C.

SP175 Temperature Logger with Thermocouple Probe. TK550 Temperature & Humidity. Pack of twelve. Accuracy #1.8°F, 1°C.
Accuracy £1.8°F, £0.1°C. Range -300 to 2000°F, -30 to 50°C. Ranges -4 to +158°F, -20 to +70°C.

A203 Probe required for +500°F.
TP125 Temperature and Humidity Logger. Accuracy +0.8°F, +0.45°C.
Range -10to 176°F, -23 to 80°C.

DISPLAY DATA LOGGERS

—s— —— e

SM300 Temperature Logger. Range -4 to 158°F, -20 to 70°C. SP425 Temperature Logger. Digital Display. Accuracy £1.2°F, 0.67°C.
Accuracy +0.8°F, +0.44°C. Range -4 to 158°F, -20 to 70°C.

SM320* Temperature Logger. Remote Probe. Range with Probe TP425 Temperature and Humidity Logger. Digital Display.

-300 to 2000°F, -184 to 1093°C. Accuracy #1.8°F, +1.0°C. Accuracy =0.8°F, +0.45°C. Range -4 to 158°F, -20 to 70°C.

SM325* Temperature Logger. Two Remote Probes. Range with Probe
-300 to 2000°F, -184 to 1093°C. Accuracy +1.8°F, £1.0°C.

SM420 Temperature Logger. Remote Probe. Range with Probe

-50 to 350°F, -45 to 176°C. Accuracy +0.5°F, +0.28°C.

TM320 Temperature and Humidity Logger. Range -4 to 158°F,

-20to 70°C. Accuracy =0.8°F.

TM325 Temperature and Humidity Logger. Remote Probe.

Range -40 to 185°F, -40 to 85°C. Accuracy *0.8°F.

3 Ways to Order | www.DicksonData.com | PHONE 630.543.3747 | FAX 800.676.0498
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FEATURE STORY > Expiring Drug Patents

THE MAJOR DRUG

GOING OFF-PATENT IN 2016

In the next several months, the American people are going to see the

election of a new president, see their best athletes head to the summer
Olympics in Rio de Janeiro and celebrate the country’s 240th birthday.
However, this is also a year to watch in the pharmaceutical industry.
Several highly profitable drugs are going off-patent in 2016, losing

the protection of the company that has held all rights to the drug,

and ensuring that it won't be long until cheaper generic

alternatives hit the shelves Needless to say, this is a

B I G year for pharmaceuticals and patients alike.

Annual Estimated
Revenue
By Drug, In Millions of USD

APPLICATION KEY:

Cholesterol/Heart Disease Hiv . Other .

Attention Disorders/ :
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FEATURE STORY > Expiring Drug F

Expiring Drug Patents:

Cheaper Generics

What exactly does going off-patent mean?
When a pharmaceutical company develops and
“brands” a drug, it's held under patent protec-
tion. Only the pharmaceutical company that
holds the patent is allowed to manufacture,
market and sell the drug. Patents in the United
States usually run about 20 years, but patents
are applied for well before the clinical trial
begins, so the shelf life of a patent in the United
States usually is about seven to 12 years.

What Does it Take to Get a Patent in the
World of Pharmaceuticals?

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 distrib-
uted 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 develop-
ment, the sponsor’s primary goal is to deter-
mine if the product is reasonably safe for initial
use in humans, and if the compound exhibits
pharmacological activity that justifies commer-
cial development. When a product is identified
as a viable candidate for further development,

IN 2016,

HAS WO MAJOR DRUGS
LOSING PATENT PROTECTION:

Total annual revenue: $7.34 Billion

I
the sponsor then focuses on coll ectin
and information necessary to estab
product will not expose humans to unreason-
able 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 direc-
tions 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 an number of guide-
lines. 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 appli-
cation 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

§7.34
BILLION

l
'i
L]
{

3

Viiv Daiichi
Healthcare

Sankyo

. (non-commercial), and that they must contain

AstraZeneca

D categories, Commercial and Research
information in three broad areas.

1. Animal Pharmacology and Toxicolo
ies | Preclinical data must be included i
to permit an assessment as to wheth
product is reasonably safe for human
Information on drug results on humans
foreign use is also relevant for this secti

2. Maﬁufacturing Information | Information
pertaining to the'comp_osition, 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. _ T ¥

3. Clinical Protocols and Investigator Informa-
tion | 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 drugs lose patent
protection, generics
siphon off up to

90%

B OFSALES.
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Once submitted, the sponsor must wait 30
calendar days before initiating any clinical tria
During this time the FDA can review the IN
safety to assure that those involved in huma
testing will not be subjected to unnecess
and unreasonable risk.

What Happens When Patents Expire?

facturers desiring to sell the now-generic
n of a drug that has gone off-patent do

d to prove the safety and efficacy of the
ice that has already been done. Instead,
mit a New Drug Application (ANDA)

od and Drug Administration (FDA)

d to demonstrate that the proposed
icis the same as the previously approved
ug. 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.

What's at Stake?

At Dickson, we're all about data, and when it
comes to intellectual property in the pharma-
ceutical industry, the numbers are staggering.

» Estimates vary on how much it costs to bring
anew drug to market, but a recent study from
the Tufts Center for the Study of Drug Develop-
ment (CSDD) pegs the average t'%\.at $2.9
billion. However, 95 percent of mec ftines fail
during development, and only two in 10 recoup

FOUR MAJOR
HIV DRUGS ARE GOING
OFF-PATENT IN 2016:

Epzicom Trizivir

® $39.57 & $11.07

Norvir Kaletra
o883 ¢$7.22

On average, the cost
of a generic drug is

80-80%
LOWER

than that of a
patented drug.

costs.

t protection, generics
percent of sales.

e average annual savings from switching
to generic medications is estimated to be $420
per consumer.

Because of the high cost of research and devel-
opment, pharmaceutical companies advocate
for strong patent protection to extend the
exclusivity of their drugs. The US is an outlier on
this, however, and patent duration came under
scrutiny during the recent Trans Pacific Part-
nership (TPP) negotiations last July. According
to Judit Rius Sanjuan in a piece by the New York
Times, “The goal of the pharmaceutical industry
is to change the rules internationally, to change
global norms with a new monopoly thatis
cheaper for the companies and stronger.” :

United States law protects data collected
during the development of biologic medicines
for 12 years, allowing drug makers to recoup
their research and development investments
before generic companies can come in with
far cheaper versions. Other co
were involved in the TP
windows of eight years o
digging a line in the
to Australia’s trade
Andrew Robb, they've
protection because "it takes six or seven years”
for generic-drug makers to develop what are
known as biosimilars. Activists actually want
the window closed all together in order to force
major brands to compete with generics to keep
prices down. Observers believe that the most

likely course of action will be for the 12 year

g
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AVERAGE DRUG REVENUE BY APPLICATION

Expiring Drug Pat%
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f

rovided by US law to be reduced to
the five to seven year window that's in place

in other countries around the world. It would
be a move that would leave both sides, the
pharmaceutical manufacturers and the activ-
ists, unfulfilled.

Who Stands to Lose Out?

AstraZeneca is one company in 2016 that is
losing two major drugs from patent protec-
tion—~Crestor and Seroquel XR—worth a com-
bined annual revenue of $7.34 billion. The top
five biggest patent losses in 2016 per holder
after AstraZeneca are Daiichi Sankyo, Merck,
Abbott and ViiV.

Of course, there's room here for consumers

to gain. Four major HIV drugs also are going
off-patent in 2016: Epzicom, Trizivir, Norvir and
Kaletra, with a current cost-per-pill at $39.57,
$11.07, $8.83 and $7.22, respectively. The
good news? Costs for generics are 80 to 85%
lower on average than those of patented drugs.
It'll make 2016 a big year for consumers who
are in need of such medication.

I THE
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Like what you've read? Find more great

information about temperature on our blog:
Blog.DicksonData.com

9o%

of medicines fail during
development, and of those
that survive, only

2IN10

recoup their research and
development costs.
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Replaceable Sensors

Calibration Made Easy

A few years ago, we set out to engineer a way for our customers to
calibrate their loggers and recorders, without ever having to send the
devices back to us. What we ended up with was Replaceable Sensors.

What are these things?

Replaceable Sensors measure the temperature or humidity of your envi-
ronment, and then send that signal to your data logger for storage. They
are calibrated independently of the device.

What does that mean for you? If you calibrate your data loggers and
chart recorders (which you should be doing) it means never, ever having
to send your device back in to Dickson for a calibration. Replaceable
Sensors take the phrase "down time" out of calibration.

Interested? \/isit dicksondata.com/replaceable-sensors to watch a
product video, and view products that use Replaceable Sensors.

Connect With Us

Dickson Social Media Accounts

You

(@DicksonData Channel:
DicksonData

All prices are subject to change without notice. In the event of a printing error, Dickson reserves
the right to change to the correct price. All shipments ship 2nd day unless otherwise requested.
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