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CONFIDENTIAL TREATMENT REQUESTED

March 8, 2019

Hon. Charles E. Grassley Hon. Ron Wyden

Chairman Ranking Member

Committee on Finance Committee on Finance

United States Senate United States Senate

219 Dirksen Senate Office Building 219 Dirksen Senate Office Building
Washington, D.C. 20510 Washington, D.C. 20510

Dear Senator Grassley and Senator Wyden:

This letter responds to your February 22, 2019 letter addressed to “Sanofi,”*

requesting certain information related to Sanofi’s insulin products (the “Letter”).
Following receipt of your letter, we, on behalf of our client, Sanofi US (“Sanofi”),?
participated in a productive conversation with your staffs regarding the nature and timing
of Sanofi’s response to the Letter. During that discussion, we agreed to provide
responsive information on a rolling basis over the next two months. Below please find
the first submission as part of that rolling production of information responsive to the
Committee’s requests. Please note that we have prioritized the production of information
consistent with our discussion with your staffs, as well as our ongoing discussions
regarding the confidentiality concerns we have raised.

As we discussed with your staffs on February 28, 2019, we are committed to
working collaboratively with the Committee on its inquiry; however, we are concerned
about the potential public disclosure of the competition sensitive information requested,
including in particular the information sought in Requests 1(c)-(d), 2(b), (e), 3, 4, 5, 6,

! We note that the Committee addressed its letter to “Sanofi.” Sanofi is a société anonyme (public limited
liability corporation) incorporated under the laws of the Republic of France and headquartered at 54, rue La
Boétie 75008, Paris, France. As we understand the Committee’s inquiry to involve the pricing of Sanofi’s
insulin products in the US market, we intend to produce responsive information and documents from the
files of our client, Sanofi US, headquartered at 55 Corporate Drive, Bridgewater, NJ 08807, rather than
from “Sanofi,” its French parent company.

2 Throughout this Letter, we use “Sanofi” to reference Sanofi US unless otherwise noted.

Arnold & Porter Kaye Scholer LLP
601 Massachusetts Ave., NW | Washington, DC 20001-3743 | www.arnoldporter.com
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7(c), and 8(c), which seek net price information, confidential contract terms, internal
production costs, and other internal costs (such as product-specific advertising and
research and development costs). This information is confidential and proprietary
information for competitive reasons and falls within the definition of “trade secret” under
the Trade Secrets Act, 18 U.S.C. § 1905, Exemption 4 of the Freedom of Information
Act, 5 U.S.C. 8 552(b)(4), and the Defend Trade Secrets Act of 2016, 18 U.S.C. § 1836.
Moreover, we believe that public disclosure of this information could actually undermine
the Committee’s policy goal of reducing drug prices for patients and the federal
government. From Sanofi’s perspective, it is critically important for business, legal, and
public policy reasons that its competitors not have access to this information in order to
safeguard the competitive process, ensure market competition, and to prevent unintended
antitrust risks. We note that Congressional and Executive agencies have historically
expressed concern that disclosure of this type of information could inhibit competition.?

We remain interested in working with you and your staffs to develop a protocol to
address this important issue in a way that preserves the confidential nature of the

% See, e.g., CBO, Letter to the Hon. Joe Barton and the Hon. Jim McCrery (March 12, 2007) (concluding
that concluding that public disclosure of information regarding price discounts, rebates and other price
concessions negotiated between Part D plans and manufacturers could reduce the rebates that PDPs
received and thus raise Medicare costs), available at https://www.cbo.gov/system/files?file=2018-10/03-
12-drug-rebates.pdf; CBO, Increasing Transparency in the Pricing of Health Care Services and
Pharmaceuticals (June 5, 2008), available at https://www.cho.gov/sites/default/files/110th-congress-2007-
2008/reports/06-05-pricetransparency.pdf; FTC, Office of Policy Planning, Price Transparency or TMI?
(July 2, 2015) (expressing concern regarding situations in which “information disclosures allow
competitors to figure out what their rivals are charging, which dampens each competitor’s incentive to offer
a low price, or increases the likelihood that they can coordinate on higher prices”), available at
https://www.ftc.gov/news-events/blogs/competition-matters/2015/07/price-transparency-or-tmi; FTC,
Office of Policy Planning, Bureau of Competition and Bureau of Economics, Letter to Hon. James L.
Seward re: New York Senate Bill 58, at 5 (March 31, 2009) (describing its concerns that a New York state
bill that would have required PBMs to disclose their rebate arrangements with drug manufacturers could
“facilitate collusion, raise prices, and harm the patients the Bill is supposed to protect™), available at
https://www.ftc.gov/sites/default/files/documents/advocacy documents/ftc-staff-comment-honorable-
james-l.seward-concerning-new-york-senate-bill-58-pharmacy-benefit-managers-
pbms/v090006newyorkpbm.pdf; FTC, Office of Policy Planning, Bureau of Competition, and Bureau of
Economics, to Assemblyman Greg Aghazarian re: California Assembly Bill No. 1960 (September 7, 2004)
(concluding that, if manufacturers learn the exact amount of the rebates offered by their competitors
through required PBM disclosures, then tacit collusion among manufacturers is more feasible, which may
lead to higher prices for PBM services and drugs), available at
https://www.ftc.gov/sites/default/files/documents/advocacy documents/ftc-comment-hon.greg-aghazarian-
concerning-ca.b.1960-requiring-pharmacy-benefit-managers-make-disclosures-purchasers-and-prospective-
purchasers/v040027.pdf.
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information provided while at the same time enabling the Committee to access
information it deems necessary to achieve its investigatory and policy objectives.

Request 1(a)-(b).

Information responsive to this request is attached to this letter in an Excel
workbook and hardcopy PDF, as requested in your February 22, 2019, letter. Please note
that, while pricing data is provided by NDC number, we have provided data regarding
gross sales, net sales, and gross units by product line, which is how Sanofi tracks this
information.

Request 2(a) and 5.

Our response below provides an initial set of information regarding Sanofi’s
research and development (“R&D”) program for the diabetes therapeutic area, which
includes insulin, as well as information regarding changes to the formulations, delivery
methods, and dosing size of its insulin products and how those changes have added value
to patients. Sanofi’s R&D activities are global and the information provided below is not
limited to activities in the U.S. Please note that Sanofi does not maintain financial
accounting information related to its R&D activities in the way requested in Request 5;
however, we plan to supplement the information below with additional information
responsive to Request 5 in a subsequent submission.

Sanofi reinvests a significant portion of its revenue into the R&D of new or
improved medicines and vaccines. Last year, Sanofi globally spent almost $7 billion on
R&D, an increase of approximately 7 percent from 2017. Sanofi plans to maintain this
level of R&D investment through 2021. For 2018, Sanofi’s total R&D investment in
diabetes was approximately $800 million; from 2012-2018, Sanofi’s total R&D
investment in diabetes was approximately $4.5 billion.

Sanofi’s innovations in diabetes, and, specifically, for insulin, have been
significant, and diabetes continues to be a critical area of focus of Sanofi’s R&D efforts.
Diabetes is a group of metabolic disorders in which patients experience high blood sugar
(glucose) levels because the body can no longer use glucose properly. Glucose is the
main source of energy for cells in the body. Glucose can only enter cells if insulin, which
is produced in the pancreas, is in the bloodstream. Without insulin, the cells of the body
cannot use glucose for energy and can starve.

Patients with diabetes do not produce enough insulin, or the cells of their bodies
are not responding properly to the insulin produced, and thus glucose cannot enter the
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cells to be used as energy. As a result, glucose remains in the blood, causing elevated
glucose levels and diabetes. If left untreated, elevated blood glucose levels from diabetes
can cause many complications, including cardiovascular disease, stroke, chronic kidney
disease, foot ulcers, damage to the eyes and even death. For some patients who make
little or no insulin, their bodies turn to alternate forms of energy (ketones), which can
lead to diabetic ketoacidosis (“DKA”) and death.

Insulin Research and Development

Prior to 2000, insulin preparations were limited by their short duration of action,
requiring patients to inject themselves multiple times a day and wake up at night for
injections in order to control blood glucose levels. Each such injection of insulin caused
a sharp spike in the patient’s insulin levels, which could cause symptoms of low blood
sugar ranging from shakiness and confusion to, in the extreme, coma or death. Injections
also had to be timed before every meal, disrupting patient’s lives, sleep times, and ability
to eat with friends and family. As such, the consistent goals of insulin therapy over the
last century have included reducing the frequency of insulin administration and flattening
the post-administration peak of insulin in the bloodstream. Prior attempts to achieve
these goals included cumbersome mechanical pumps that had to be worn on the body for
constant infusion, and NPH insulin, which had an intermediate duration of action but still
caused a pronounced peak in insulin levels.

Sanofi’s discovery and development of glargine changed all of that. Sanofi
scientists succeeded in fundamentally altering the human insulin molecule at the amino
acid level, changing its pharmacological characteristics to give patients a steady release
of insulin with just a single daily administration. Our efforts to develop a long-acting
insulin were challenging and took many years. Our chemists worked for almost two
decades in an effort to discover the needed structural modifications for an effective
medicine. It was an arduous task of testing many hundreds of chemical modifications,
looking for the desired outcome. Scientists at Hoechst AG (a precursor to Sanofi) made
their first discoveries related to insulin glargine in the early 1980s, yet it took until 2000
for insulin glargine to be approved for the treatment of type 1 and type 2 diabetes.

Unlike anything that came before it, glargine forms tiny solid crystals upon
injection that dissipate over time to provide a flatter, stable, long-lasting effect that
mimics the flat profile of insulin release from a healthy pancreas and reduces the risks
caused by low blood sugar. The once-daily administration of glargine also proved a
significant boon to patient lifestyles. The FDA first approved insulin glargine under the
tradename Lantus in 2000. In 2006, Sanofi introduced a reformulation of Lantus, which
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offered patients a more stable solution that eliminated the problem of potential cloudiness
in prior Lantus vials.

Since its launch, Lantus has been studied in more than 90 million patient lives.
Sanofi went above and beyond the regulatory authorities’ approval requirements and
provided the first large Cardiovascular Outcome Trial (“CVOT”) proving the safety and
efficacy of an antidiabetic drug. Sanofi sponsored over 200 clinical trials, with more than
200,000 patients treated, resulting in over 2,000 peer reviewed publications.

Since its discovery of insulin glargine, Sanofi has developed a new glargine
formulation and a combination product to meet individualized patient needs. While
Lantus provided significant improvement for basal insulin requirements, for some
patients, Lantus does not provide effective 24-hour basal insulin coverage. In addition,
for some patients using higher doses, Lantus had a peak of action that can lead to
hypoglycemia. In order to more closely mimic endogenous basal insulin secretion and to
help type 2 diabetes patients meet their glycemic goals, Sanofi has developed a next
generation basal insulin, Toujeo. Approved by the FDA in 2015, Toujeo provides an
improved therapeutic effect at a higher concentration of glargine and exhibits a different
and longer-acting profile than Lantus.

Recognizing that approximately half of patients treated with basal (long acting)
insulin were still not achieving their blood glucose (HbALlc) targets, Sanofi launched
Soliqua 100/33 in 2017. Intended for adults whose Type 2 diabetes is inadequately
controlled on basal insulin or an oral antidiabetic medicine, Soliqua is a fixed-ratio
combination of Lantus and a non-insulin glucagon-like peptide receptor agonist (GLP-1
RA) that starts working after eating a meal. GLP-1s have been shown to reduce post-
mealtime glucose peaks, which have been linked to cardiovascular disease in patients
with diabetes; however, their use has been limited by gastrointestinal (GI) side effects.
Soliqua® has demonstrated reduction in average and overall glucose levels and reduction
in Gl side effects, with similar rates of hypoglycemia — thus allowing a balance of
lowered glucose levels without more hypoglycemia. Moreover, Soliqua® has been found
to have a beneficial effect on body weight, addressing one of the unwanted side effects of
insulin.

In addition to its insulin glargine products, which are all basal (long acting)
insulins, in 2006, Sanofi launched Apidra (insulin glulisine), a fast-acting, mealtime
insulin analog for the control of hyperglycemia in adult patients with type 1 and type 2
diabetes. Apidra is the only mealtime insulin approved for patients to take within 15
minutes before or within 20 minutes after starting a meal. Apidra is typically used in
regimens that include a longer-acting insulin or basal insulin analog, such as Lantus.
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Sanofi has faced numerous challenges in developing new insulins. For example,
to further ease the burden on patients, Sanofi, in partnership with Pfizer, invested in
developing Exubera, the first-ever inhaled insulin. Although approved for use and
marketed (by Pfizer) in the U.S. in 2006, it was taken off the market after two years when
it failed to gain acceptance from patients and providers. Sanofi faced a similar setback in
2014, when Afrezza, another promising inhaled insulin product in which Sanofi had
substantially invested, failed to gain acceptance from patients and providers. In addition,
from 2004-2016, Sanofi discontinued numerous diabetes projects at various stages of
research and development because the company was unable to overcome scientific
challenges.

Delivery Device Research and Development

Lantus was initially launched with a vial and syringe. Since that time, Sanofi has
developed several more convenient injection devices for administering insulin. Our latest
pen delivery system, SoloSTAR, has been a key improvement in easing the daily burden
of insulin administration for patients. Sanofi partnered with one of the premier design
firms in the world to develop this pre-filled, disposable injection pen for self-
administration, which has improved the lifestyle and medication compliance of millions
of diabetes patients. The SoloSTAR pen contains numerous features specifically
designed to address the needs of diabetics, who often have additional health
complications such as impaired vision and reduced dexterity. The pen’s features include a
clutch that couples and decouples complex internal mechanisms from each other to allow
patients to “dial up” a dose for injection; dose dial stops that prevent patients from setting
too high of a dose; a rotating dial that can easily correct an over-dialed dose; a specially
designed injection button that is easy for diabetics to depress; and, importantly, a highly
accurate delivery of the set dose. All of the pen’s complex mechanical features and parts
were seamlessly incorporated into the SoloSTAR pen’s design, while still providing a
robust and reliable feel suitable for daily use by patients with a chronic condition. Sanofi
launched the Lantus SoloSTAR in 2007; it very quickly became the gold standard for
pre-filled, disposable injection pens, and it has won awards for its novel design. Sanofi
and its design partners have received patents covering the SoloSTAR device.

Sanofi developed Toujeo SoloStar with several innovative design features and
attributes, ranging from the length of time it can be held without overheating the contents,
to other ergonomic features designed to make it easier to use. Additionally, Sanofi
developed Max SoloStar , which can deliver a more concentrated amount of Toujeo in a
single injection, allowing for fewer injections and for some patients fewer refills and
related copays.
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Current Research and Development Efforts in Diabetes

Today, Sanofi continues to study the safety and efficacy of its current portfolio of
insulin products for higher risk patient populations who would benefit from a more stable
pharmacokinetic and pharmacodynamic profile, in particular children and geriatric
patients with diabetes. Additionally, Sanofi understands that randomized clinical trials
do not always provide a full picture of patient outcomes in the clinical setting. Sanofi has
launched one of the most comprehensive real world evidence studies for a diabetes
medication in the United States, studying Toujeo in numerous ways, ranging from a
randomized, pragmatic prospective trial to predictive analytics and machine learning
applied to large patient datasets. Sanofi believes that studying its medications in real
world settings will continue to help drive needed innovation in diabetes treatment.

Longer term, Sanofi’s scientists are working on ways to potentially transform
diabetes care by treating not just symptoms but addressing the underlying disease. To
this end, Sanofi has initiated a multi-pronged approach aimed at preventing progression
to insulin-dependence or restoring insulin-producing cells through stem cell technologies.
In addition, Sanofi recognizes that the greatest contributor to the current diabetes
epidemic is obesity. Sanofi researchers are exploring the molecular mechanisms by
which obesity leads to diabetes, and they are working to design molecules that aim to
restore a healthy metabolism and thereby stop diabetes in its tracks. This type of
research, and the development of these new technologies, takes many years, and the
company continues to invest in these projects with the hope that it can eventually
transform the lives of these patients.

Request 2(d).

For each Sanofi insulin product, we have listed all patents received since January
1, 2014, for which a certification must be filed pursuant to the Hatch-Waxman Act.*
These patents are published in the Food and Drug Administration’s (“FDA”) Orange
Book. For each product, we have also identified the drug National Drug Code (“NDC”)
numbers associated with the product.

* New Drug Application (“NDA™) applicants must file patent numbers and expiration dates of any patent
which “claims the drug for which the applicant submitted the application or which claims a method of
using such drug with respect to which a claim of patent infringement could reasonably be asserted if a
person not licensed by the owner engaged in the manufacture, use, or sale of the drug.” 21 U.S.C. §
355(b)(1); 21 C.F.R. § 314.53(b)(1). NDA applicants must amend NDA applications with relevant newly
issued patents and NDA holders must file relevant new patents with the FDA no later than 30 days after the
patent is issued. See 21 U.S.C. § 355(b)(1), (c)(2); 21 C.F.R. § 314.53(d)(1), (3).
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Please note that patents are not directly associated with NDCs. Patents claim
aspects of a technology, such as a drug product, a method of using a drug, a delivery
mechanism, a manufacturing process, etc. When patents are listed with FDA in the
agency’s Orange Book, patents are associated with specific new drug application
(“NDA”) numbers, and, where applicable, specific presentations of a product under an
NDA. Patents are not listed in association with NDC numbers. NDCs are product
identification numbers that FDA assigns to new package sizes, new dosage forms, or new
strengths of drugs when those products are listed with the FDA. NDC numbers are not
static, but rather require updating with certain changes to the characteristics of a drug or
its packaging. For this reason, there is no direct association between a patent listed in the
Orange Book and an NDC number listed in FDA’s NDC database.

For purposes of the Committee’s inquiry, we have attempted to align listed
patents to NDCs by using the NDA numbers associated with the applicable product, but
we advise the Committee that this is not data Sanofi maintains, or analysis that Sanofi
conducts in the normal course. Further, we note that, Sanofi files patent applications
whenever the inventions are completed and does not time patent filings to NDC
assignments or NDA filings.

Admelog

Sanofi does not hold any patents issued after January 1, 2014 related to this product that
are listed in the Orange Book.

Admelog SoloSTAR

uU.S. Title Issuance | New Drug Associated NDCs
Patent Date |Application
No. (NDA)
8679069 | Pen-type 2014-03-25|N209196  |[NDC 0024-5925- |1 SYRINGE in 1
injector 00 CARTON>3mLin1
SYRINGE

NDCs 0024-5925- |5 SYRINGE in 1

05, 0024-5925-01 [CARTON (0024-5925-
05)>3mLinl
SYRINGE (0024-5925-
01)

® Note: Many of these patents claim products other than ADMELOG (e.g., APIDRA SOLOSTAR,
LANTUS, SOLIQUA, TOUJEO MAX SOLOSTAR, TOUJEO SOLOSTAR). Where applicable, the
NDC:s for those products are listed in the respective sections of this document.




Jeffrey L. Handwerker

Page 9

uU.S. Title Issuance | New Drug Associated NDCs

Patent Date |Application

No. (NDA) |

8992486 | Pen-type 2015-03-31|N209196  |Same as above (NDCs 0024-5925-00, 0024-
injector 5925-05, 0024-5925-01)

9011391 | Pen-type 2015-04-21|N209196  |Same as above (NDCs 0024-5925-00, 0024-
injector 5925-05, 0024-5925-01)

0233211 | Relatingtoa [2016-01-12|N209196 |Same as above (NDCs 0024-5925-00, 0024-
pen-type 5925-05, 0024-5925-01)
injector

9408979 | Pen-type 2016-08-09 [N209196  |Same as above (NDCs 0024-5925-00, 0024-
injector 5925-05, 0024-5925-01)

9526844 | Pen-type 2016-12-27 N209196  |Same as above (NDCs 0024-5925-00, 0024-
injector 5925-05, 0024-5925-01)

9533105 | Drive 2017-01-03|N209196  |Same as above (NDCs 0024-5925-00, 0024-
mechanisms 5925-05, 0024-5925-01)
suitable for
use in drug
delivery
devices

9561331 | Drive 2017-02-07 [N209196  |Same as above (NDCs 0024-5925-00, 0024-
mechanisms 5925-05, 0024-5925-01)
suitable for
use in drug
delivery
devices

9604008 | Drive 2017-03-28 [N209196  |Same as above (NDCs 0024-5925-00, 0024-
mechanisms 5925-05, 0024-5925-01)
suitable for
use in drug
delivery
devices

9604009 | Drive 2017-03-28|N209196  |Same as above (NDCs 0024-5925-00, 0024-
mechanisms 5925-05, 0024-5925-01)
suitable for
use in drug
delivery

devices
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U.S.
Patent
No.°

Title

Issuance
Date

New Drug
Application
(NDA)

Associated NDCs

9610409

Drive
mechanisms
suitable for
use in drug
delivery
devices

2017-04-04

N209196

Same as above (NDCs 0024-5925-00, 0024-
5925-05, 0024-5925-01)

9623189

Relating to
drive
mechanisms
suitable for
use in drug
delivery
devices

2017-04-18

N209196

Same as above (NDCs 0024-5925-00, 0024-
5925-05, 0024-5925-01)

9717852

Cartridge
holder and
pen-type
injector

2017-08-01

N209196

Same as above (NDCs 0024-5925-00, 0024-
5925-05, 0024-5925-01)

9775954

Pen-type
injector

2017-10-03

N209196

Same as above (NDCs 0024-5925-00, 0024-
5925-05, 0024-5925-01)

9827379

Drive
mechanisms
suitable for
use in drug
delivery
devices

2017-11-28

N209196

Same as above (NDCs 0024-5925-00, 0024-
5925-05, 0024-5925-01)
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Apidra

Sanofi does not hold any patents issued after January 1, 2014 related to this product that
are listed in the Orange Book.

Apidra SoloSTAR

uU.S. Title Issuance NDA Associated NDCs
Patent Date
No.

8679069 | Pen-type 2014-03-25 [N021629 |[NDC 0088-2502-05 5 SYRINGE,

injector PLASTIC in1
CARTON (0088-
2502-05) >3 mL in 1
SYRINGE, PLASTIC

8992486 | Pen-type 2015-03-31 [N021629  |Same as above (NDC 0088-2502-05).
injector

9011391 | Pen-type 2015-04-21 IN021629 |Same as above (NDC 0088-2502-05).
injector

9233211 | Relatingtoa [2016-01-12 [N021629 Same as above (NDC 0088-2502-05).

pen-type
injector

9408979 | Pen-type 2016-08-09 N021629  |Same as above (NDC 0088-2502-05).
injector

9526844 | Pen-type 2016-12-27 [N021629 |Same as above (NDC 0088-2502-05).
injector

9533105 | Drive 2017-01-03 N021629  |Same as above (NDC 0088-2502-05).
mechanisms
suitable for
use in drug
delivery
devices

9561331 | Drive 2017-02-07 IN021629 |Same as above (NDC 0088-2502-05).
mechanisms
suitable for
use in drug
delivery
devices

9604008 | Drive 2017-03-28 [N021629  |Same as above (NDC 0088-2502-05).
mechanisms
suitable for
use in drug
delivery
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U.S.
Patent
No.

Title

Issuance
Date

NDA

Associated NDCs

devices

9604009

Drive
mechanisms
suitable for
use in drug
delivery
devices

2017-03-28

N021629

Same as above (NDC 0088-2502-05).

9610409

Drive
mechanisms
suitable for
use in drug
delivery
devices

2017-04-04

N021629

Same as above (NDC 0088-2502-05).

9623189

Relating to
drive
mechanisms
suitable for
use in drug
delivery
devices

2017-04-18

N021629

Same as above (NDC 0088-2502-05).

9717852

Cartridge
holder and
pen-type
injector

2017-08-01

N021629

Same as above (NDC 0088-2502-05).

9775954

Pen-type
injector

2017-10-03

N021629

Same as above (NDC 0088-2502-05).

9827379

Drive
mechanisms
suitable for
use in drug
delivery
devices

2017-11-28

N021629

Same as above (NDC 0088-2502-05).

Lantus

Sanofi does not hold any patents issued after January 1, 2014 related to this product that
are listed in the Orange Book.
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U.S. Title Issuance NDA Associated NDCs
Patent Date
No.°?
8679069 2014-03-25 [N021801 |[NDC 0088-2219-00 |1 SYRINGE in1
CARTON (0088-
2219-00) >3 mL in
1 SYRINGE
NDC 0088-2219-05 |5 SYRINGE in 1
CARTON (0088-
2219-05) >3 mL in
1 SYRINGE
NDC 0088-5020-01 |1 SYRINGE in1
PACKAGE (0088-
5020-01) >3 mL in
1 SYRINGE
NDC 0088-5020-05 |5 SYRINGE in 1
PACKAGE (0088-
Pen-Type 5020-05) >3 mL in
Injector 1 SYRINGE
8992486 | Pen-Type 2015-03-31 [N021801 |Same as above: (0088-2219-00, 0088-2219-
Injector 05, 0088-5020-01, 0088-5020-05)
9011391 | Pen-Type 2015-04-21 [N021801 |Same as above (0088-2219-00, 0088-2219-
Injector 05, 0088-5020-01, 0088-5020-05)
0233211 | Relatingto  2016-01-12 [N021801 [Same as above (0088-2219-00, 0088-2219-
Pen-Type 05, 0088-5020-01, 0088-5020-05)
Injector
9408979 | Pen-Type 2016-08-09 [N021801  |Same as above (0088-2219-00, 0088-2219-
Injector 05, 0088-5020-01, 0088-5020-05)
9526844 | Pen-Type 2016-12-27 IN021801 [Same as above (0088-2219-00, 0088-2219-
Injector 05, 0088-5020-01, 0088-5020-05)
9533105 | Drive 2017-01-03 [N021801  |Same as above (0088-2219-00, 0088-2219-
Mechanisms 05, 0088-5020-01, 0088-5020-05)
Suitable For
Use in Drug
Delivery
Devices
9561331 | Drive 2017-02-07 [N021801  |Same as above (0088-2219-00, 0088-2219-
Mechanisms 05, 0088-5020-01, 0088-5020-05)

® Note: Many of these patents claim Sanofi insulin products other than LANTUS SOLOSTAR. Where
applicable, the NDCs for those products are listed in the respective sections of this document.
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U.S.
Patent
No.°

Title

Issuance
Date

NDA

Associated NDCs

Suitable For
Use in Drug
Delivery
Devices

9604008

Drive
Mechanisms
Suitable for
Use in Drug
Delivery
Devices

2017-03-28

N021801

Same as above (0088-2219-00, 0088-2219-
05, 0088-5020-01, 0088-5020-05)

9604009

Drive
Mechanisms
Suitable for
Use in Drug
Delivery
Devices

2017-03-28

N021801

Same as above (0088-2219-00, 0088-2219-
05, 0088-5020-01, 0088-5020-05)

9610409

Drive
Mechanisms
Suitable For
Use in Drug
Delivery
Devices

2017-04-04

N021801

Same as above (0088-2219-00, 0088-2219-
05, 0088-5020-01, 0088-5020-05)

9623189

Relating to
Drive
Mechanisms
Suitable for
Use in Drug
Delivery
Devices

2017-04-18

N021801

Same as above (0088-2219-00, 0088-2219-
05, 0088-5020-01, 0088-5020-05)

9717852

Pen-Type
Injector

2017-08-01

N021801

Same as above (0088-2219-00, 0088-2219-
05, 0088-5020-01, 0088-5020-05)

9775954

Drive
Mechanisms
Suitable For
Use in Drug
Delivery
Devices

2017-10-03

N021801

Same as above (0088-2219-00, 0088-2219-
05, 0088-5020-01, 0088-5020-05)

9827379

Pen-Type
Injector

2017-11-28

N021801

Same as above (0088-2219-00, 0088-2219-

05, 0088-5020-01, 0088-5020-05)
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uU.S. Title Issuance | NDA Associated NDCs
Patent Date
No.
10029011 | Pharmaceutical 2018-07- [N208673 [NDC 0024-5761- 5 SYRINGE in 1
composition 24 05 CARTON (0024-
comprising a GLP-1 5761-05) >3 mL in1
agonist, an insulin SYRINGE
and methionine
10117909 | Combination of an  [2018-11- [N208673 [Same as above (NDC 0024-5761-05)
insulin and a GLP-1 |06
agonist
8679069 | Pen-type injector  2014-03- |[N208673 [Same as above (NDC 0024-5761-05)
25

8992486 | Pen-type injector  [2015-03- [N208673 [Same as above (NDC 0024-5761-05)
31

9011391 | Pen-type injector  2015-04- |[N208673 [Same as above (NDC 0024-5761-05)
21

9233211 | Relatingtoapen- [2016-01- [N208673 [Same as above (NDC 0024-5761-05)
type injector 12

9408979 | Pen-type injector  |2016-08- |[N208673 [Same as above (NDC 0024-5761-05)

09

9526764 | Combination of an |2016-12- |[N208673 [Same as above (NDC 0024-5761-05)
insulinand a GLP- 27
1-agonist

9526844 | Pen-type injector ~ 2016-12- |[N208673 [Same as above (NDC 0024-5761-05)

27

9533105 | Drive mechanisms [2017-01- [N208673 [Same as above (NDC 0024-5761-05)
suitable for usein 03
drug delivery
devices

9561331 | Drive mechanisms [2017-02- [N208673 [Same as above (NDC 0024-5761-05)
suitable for usein |07
drug delivery
devices

9604008 | Drive mechanisms [2017-03- [N208673 [Same as above (NDC 0024-5761-05)
suitable for usein |28

drug delivery

" Note: Some of these patents claim Sanofi insulin products other than SOLIQUA. Where applicable, the
NDC:s for those products are listed in the respective sections of this document.
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uU.S. Title Issuance | NDA Associated NDCs
Patent Date
No.

devices

9604009 | Drive mechanisms [2017-03- |[N208673 [Same as above (NDC 0024-5761-05)
suitable for use in |28
drug delivery
devices

9610409 | Drive mechanisms [2017-04- [N208673 [Same as above (NDC 0024-5761-05)
suitable for use in |04
drug delivery
devices

9623189 | Relating to drive 2017-04- [N208673 [Same as above (NDC 0024-5761-05)
mechanisms 18
suitable for use in
drug delivery
devices

9707176 | Pharmaceutical 2017-07- [N208673 [Same as above (NDC 0024-5761-05)
composition 18
comprising a GLP-1
agonist and
methionine

9717852 | Cartridge holder 2017-08- [N208673 [Same as above (NDC 0024-5761-05)
and pen-type 01
injector

9775954 | Pen-type injector ~ 2017-10- |[N208673 [Same as above (NDC 0024-5761-05)

03

9821032 | Pharmaceutical 2017-11- [N208673 [Same as above (NDC 0024-5761-05)
combination for 21
improving glycemic
control as add-on
therapy to basal
insulin

9827379 | Drive mechanisms [2017-11- |[N208673 [Same as above (NDC 0024-5761-05)
suitable for use in |28
drug delivery
devices

9950039 | Insulin 2018-04- [N208673 [Same as above (NDC 0024-5761-05)
glargine/lixisenatide [24
fixed ratio
formulation

RE45313 | Exendin variant 2014-12- [N208673 [Same as above (NDC 0024-5761-05)
peptides 30
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Toujeo SoloSTAR
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uU.S. Title Issuance NDA Associated NDCs
Patent Date
No.?
9,345,750 | Long-Acting [2016-05-24 [N206538 |NDC 0024-5869-03 [3 SYRINGE in 1
Formulations and 0024-5869-01 |CARTON (0024-
of Insulin 5869-03) > 1.5mL in
1 SYRINGE (0024-
5869-01)
NDC 0024-5869-00 (1 SYRINGE in 1
CARTON (0024-
5869-00) > 1.5 mL in
1 SYRINGE
8,679,069 2014-03-25 [N206538  [Same as above (NDCs 0024-5869-03, 0024-
Pen-Type 5869-01, 0024-5869-00)
Injector
8,992,486 2015-03-31 [N206538 [Same as above (NDCs 0024-5869-03, 0024-
Pen-Type 5869-01, 0024-5869-00)
Injector
9,011,391 | Pen-Type 2015-04-21 [N206538 |[Same as above (NDCs 0024-5869-03, 0024-
Injector 5869-01, 0024-5869-00)
9,233,211 | Relatingto  [2016-01-12 [N206538 |Same as above (NDCs 0024-5869-03, 0024-
Pen-Type 5869-01, 0024-5869-00)
Injector
9,408,979 2016-08-09 [N206538  [Same as above (NDCs 0024-5869-03, 0024-
Pen-Type 5869-01, 0024-5869-00)
Injector
9,526,844 2016-12-27 [N206538 [Same as above (NDCs 0024-5869-03, 0024-
Pen-Type 5869-01, 0024-5869-00)
Injector
9,533,105 | Drive 2017-01-03 [N206538 [Same as above (NDCs 0024-5869-03, 0024-
Mechanisms 5869-01, 0024-5869-00)
Suitable For
Use in Drug
Delivery
Devices
9,561,331 | Drive 2017-02-07 [N206538 [Same as above (NDCs 0024-5869-03, 0024-
Mechanisms 5869-01, 0024-5869-00)

® Please note that some of these patents claim Sanofi insulin products other than TOUJEO SOLOSTAR.
Where applicable, the NDCs for those products are listed in the respective sections of this document.
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Suitable For
Use in Drug
Delivery
Devices

9,604,008

Drive
Mechanisms
Suitable for
Use in Drug
Delivery
Devices

2017-03-28

N206538

Same as above (NDCs 0024-5869-03, 0024-
5869-01, 0024-5869-00)

9,604,009

Drive
Mechanisms
Suitable for
Use in Drug
Delivery
Devices

2017-03-28

N206538

Same as above (NDCs 0024-5869-03, 0024-
5869-01, 0024-5869-00)

9,610,409

Drive
Mechanisms
Suitable For
Use in Drug
Delivery
Devices

2017-04-04

N206538

Same as above (NDCs 0024-5869-03, 0024-
5869-01, 0024-5869-00)

9,623,189

Relating to
Drive
Mechanisms
Suitable for
Use in Drug
Delivery
Devices

2017-04-18

N206538

Same as above (NDCs 0024-5869-03, 0024-
5869-01, 0024-5869-00)

9,775,954

Drive
Mechanisms
Suitable For
Use in Drug
Delivery
Devices

2017-10-03

N206538

Same as above (NDCs 0024-5869-03, 0024-
5869-01, 0024-5869-00)

9,827,379

Pen-Type
Injector

2017-11-28

N206538

Same as above (NDCs 0024-5869-03, 0024-
5869-01, 0024-5869-00)
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Toujeo Max SoloSTAR®

Jeffrey L. Handwerker

U.S. Title Issuance NDA Associated NDCs
Patent Date
No."
9,345,750 | Long-Acting [2016-05-24 [N206538 |NDC 0024-5871-01 |1 SYRINGE in 1
Formulations CARTON (0024-
of Insulin 5871-01) >3mL in 1
SYRINGE
NDCs 0024-5871-02,2 SYRINGE in 1
0024-5871-00 CARTON (0024-
5871-02) >3 mL in 1
SYRINGE (0024-
5871-00)
8,679,069 | Pen-Type 2014-03-25 [N206538  |[Same as above (NDCs 0024-5871-01, 0024-
Injector 5871-02, 0024-5871-00)
8,992,486 | Pen-Type 2015-03-31 [N206538 [Same as above (NDCs 0024-5871-01, 0024-
Injector 5871-02, 0024-5871-00)
9,011,391 | Pen-Type 2015-04-21 [N206538 |Same as above (NDCs 0024-5871-01, 0024-
Injector 5871-02, 0024-5871-00)
9,233,211 | Relatingto  [2016-01-12 [N206538 |Same as above (NDCs 0024-5871-01, 0024-
Pen-Type 5871-02, 0024-5871-00)
Injector
9,408,979 | Pen-Type 2016-08-09 [N206538 |Same as above (NDCs 0024-5871-01, 0024-
Injector 5871-02, 0024-5871-00)
9,526,844 | Pen-Type 2016-12-27 [N206538 |Same as above (NDCs 0024-5871-01, 0024-
Injector 5871-02, 0024-5871-00)
9,533,105 | Drive 2017-01-03 [N206538  [Same as above (NDCs 0024-5871-01, 0024-
Mechanisms 5871-02, 0024-5871-00)
Suitable For
Use in Drug
Delivery
Devices
9,561,331 | Drive 2017-02-07 [N206538 |Same as above (NDCs 0024-5871-01, 0024-
Mechanisms 5871-02, 0024-5871-00)
Suitable For
Use in Drug
Delivery

° Toujeo SoloSTAR and Toujeo Max SoloSTAR have the same listed patents, but different NDCs.
19 please note that some of these patents claim Sanofi insulin products other than TOUJEO MAX
SOLOSTAR. Where applicable, the NDCs for those products are listed in the respective sections of this

document.
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Devices

9,604,008

Drive
Mechanisms
Suitable for
Use in Drug
Delivery
Devices

2017-03-28

N206538

Same as above (NDCs 0024-5871-01, 0024-
5871-02, 0024-5871-00)

9,604,009

Drive
Mechanisms
Suitable for
Use in Drug
Delivery
Devices

2017-03-28

N206538

Same as above (NDCs 0024-5871-01, 0024-
5871-02, 0024-5871-00)

9,610,409

Drive
Mechanisms
Suitable For
Use in Drug
Delivery
Devices

2017-04-04

N206538

Same as above (NDCs 0024-5871-01, 0024-
5871-02, 0024-5871-00)

9,623,189

Relating to
Drive
Mechanisms
Suitable for
Use in Drug
Delivery
Devices

2017-04-18

N206538

Same as above (NDCs 0024-5871-01, 0024-
5871-02, 0024-5871-00)

9,775,954

Drive
Mechanisms
Suitable For
Use in Drug
Delivery
Devices

2017-10-03

N206538

Same as above (NDCs 0024-5871-01, 0024-
5871-02, 0024-5871-00)

9,827,379

Pen-Type
Injector

2017-11-28

N206538

Same as above (NDCs 0024-5871-01, 0024-

5871-02, 0024-5871-00)
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Request 7(a)-(b).

Two years ago, Sanofi announced its progressive and industry-leading pricing
principles to help stakeholders understand our pricing decisions and to advance a more
informed discussion of issues related to the pricing of our medicines.**

Sanofi’s Process for Setting U.S. Prices

When Sanofi sets the price of a new medicine, including its insulin medicines, it
holds itself to a rigorous and structured process that includes consultation with external
stakeholders and considers the following four factors:

1) A holistic assessment of value, including (a) clinical value and outcomes, or the
benefit the medicine delivers to patients, and how well it works compared to a standard of
care; (b) economic value, or how the medicine reduces the need — and therefore costs — of
other health care interventions; and (c) social value, or how the medicine contributes to
patients’ quality of life and productivity. Our assessments rely on a range of internal and
external methodologies, including health technology assessment (“HTA”) approaches
and other analyses that help define or quantify value and include patient perspectives and
priorities.

2) Similar treatment options available or anticipated at the time of launch to understand
the competitive landscape for the therapeutic area(s) in which the medicine may be used.

3) Affordability, including steps Sanofi takes to promote access for patients and
contribute to a more sustainable system for patients, payers and health care delivery
systems.

4) Unique factors specific to the medicine at the time of launch. For example, Sanofi
may be supporting ongoing clinical trials in an effort to learn and provide additional
critical information about the product (e.g., longer-term outcomes studies), implementing
important regulatory commitments, or developing sophisticated patient support tools that
improve care management and help decrease the total cost of care.

Sanofi also carefully considers a number of factors when evaluating whether to
change the list price of any of its products, including its insulin products. These factors
include the value of the product, the competitive environment, patient access
considerations, investment in further product development, and the need to reinvest in

11 ee https://mediaroom.sanofi.com/-/media/Project/One-Sanofi-Web/Websites/Global/Sanofi-
COM/mediaroom/pdf/2019/Prescription Medicine Pricing 2019.pdf.
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Sanofi’s R&D’s efforts more generally. These factors are considered within the context
of the company’s pricing principles, which includes a pledge to keep annual list price
increases at or below the projected U.S. National Health Expenditure (NHE) growth rate,
an estimate of medical spending calculated by the Centers for Medicare and Medicaid
Services (CMS) and often used as a measure of healthcare inflation. In 2018, all of
Sanofi’s price increases across its medicines were consistent with those pricing
principles, as are all pricing actions taken in 2019.

Sanofi independently sets the list prices for its medicines, including insulin, and
we take responsibility for them. But we note that while list prices often receive the most
attention, it is important to bear in mind that they reflect the initial price Sanofi sets for its
medicines. They are not the amount Sanofi receives nor the prices typically paid by
government and commercial insurers, employers, or PBMs. In the current system,
manufacturers pay significant rebates off of the list price to government and private
payers, as well as other intermediaries, in order to access patient populations. In 2018, 55
percent of Sanofi’s gross U.S. sales were given back to payers as rebates, including $4.5
billion in mandatory rebates to government payers and $7.3 billion in discretionary
rebates.

Sanofi’s price increases have not kept pace with such requests, resulting in an
average net price that has declined for its medications, including insulins. Across
Sanofi’s entire portfolio of medicines, the average aggregate list price increase was 4.6
percent while the average aggregate net price — that is, the actual price paid to Sanofi —
declined by 8.0 percent. The declining aggregate net price in 2018 represents the third
consecutive year the amount that health plans and PBMs pay Sanofi for its medicines has
declined.

U.S. Portfolio Annual Aggregate Price Changes*

2016 4.0% Increase 2.1% Decrease
2017 1.6% Increase 8.4% Decrease
2018 4.6% Increase 8.0% Decrease

* Aggregate across Sanofi’s prescription product portfolio, including insulins
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Specific to insulin, the aggregate net price across all Sanofi insulin products has declined
over the past four years. For Sanofi’s entire insulin portfolio, the average net price is 45
percent lower today than it was in 2014.

Insulins

Sanofi believes that rebates to payers, which result in lower net prices, should
benefit patients. Unfortunately, under the current system, savings from rebates are not
consistently passed through to patients in the form of lower cost-sharing amounts. For
example, the average net price of Lantus, Sanofi’s most prescribed insulin, has declined
by over 50 percent since 2014, while the average out-of-pocket burden for patients with
commercial insurance and Medicare has increased by approximately 16 percent over that
same period.

Relevant Personnel Involved in Pricing Process

Several groups within Sanofi are involved in the pricing of Sanofi medicines,
including its insulin medicines, in the U.S. market. Key groups with involvement in
those activities include Market Access, Strategic Pricing and Contracting (within Market
Access) and Marketing, as well as U.S. pricing committees. Below is an overview of the
roles of those groups.

e Market Access: The Market Access team works across products and assists with
pricing and contracting with payers, including health plans and pharmacy benefit
managers. Within Market Access, the Strategic Pricing and Contracting team works
across products and is involved in pricing and contracting strategy and analytics.
Working with Marketing teams and with Finance, the Strategic Pricing and

12 Based on internal review of pricing actions and payer contracting.
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Contracting team researches and analyzes pricing activity and trends, including
assessing potential access barriers.

e Marketing: The Marketing team (also known as the Brand team) is involved in the
development and execution of marketing strategies for Sanofi products, including
insulin products. The Brand teams also work with and support teams involved in
pricing (including Strategic Pricing and Contracting, and Finance).

e Pricing Committees: The U.S. Pricing Committee (“USPC”) and Pricing Review
Board (“PRB”) work together on pricing matters across Sanofi’s U.S. product
portfolio, including adjustments to the list price (also known as wholesale acquisition
cost (“WAC™)). The USPC evaluates pricing strategy for products sold in the US.
Members of the USPC include the Head of Market Access and the relevant Brand
lead. In approximately 2014, Sanofi created the PRB, which includes representatives
from the Strategic Pricing and Contracting team, Finance and the relevant Brand, and
is involved in analyzing pricing proposals. The PRB may review and approve price
proposals before those proposals are presented to the USPC. Pricing actions in the
U.S. are also reviewed and approved by Sanofi global executive management.

With respect to the pricing of insulin products in the U.S., Michelle Carnahan,
North America Head of Primary Care Business Unit, Gerald Gleeson, Vice President and
U.S. Head of Market Access, and Jim Borneman, who is currently serving as interim
Brand Lead, US Insulin Products, participate in these U.S. insulin pricing actions.

Communication of Prices to Third Parties

Sanofi announces changes in pricing to all impacted customers -- including
PBMs, payers, and GPOs -- by sending pricing notification letters. Sanofi communicates
with direct purchasers, including wholesalers and pharmacies, via trade letters that
announce newly approved products, changes in pricing, and changes in label indications.
These letters provide the information needed by wholesalers and pharmacies to properly
load the product information within their business systems. Sanofi also notifies
wholesalers of changes in contract pricing via Electronic Data Interchange (“EDI”).
Wholesalers load this information into their systems for access by their downstream
customers. Sanofi also sends trade letters to drug compendia so that updated pricing
information is effectively communicated downstream, including to managed care
plans/payers and the government. Sanofi’s communications include data such as NDC,
selling unit, package size and WAC.
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Request 8(a)-(b).

The information below describes Sanofi’s internal programs that provide financial
assistance to eligible patients in purchasing their insulin or obtaining free insulin.

Sanofi is committed to supporting patients in getting the Sanofi insulin products
that they are prescribed by healthcare professionals. Sanofi offers three types of
programs to help enable appropriate patient access to Sanofi’s insulin products: 1) co-pay
assistance programs; 2) the Insulins VValyou Savings Program; and 3) free medicines
through Sanofi Patient Connection. Each of these programs, including eligibility criteria,
is explained in more detail below.

. Sanofi Co-pay Assistance Programs for Insulin Products

Commercially-insured, and in some cases cash paying patients, qualify for
Sanofi’s co-pay assistance programs, which help reduce patients’ financial out-of-pocket
burden for Sanofi manufactured medicines. For its insulin products, Sanofi offers co-pay
support for Lantus, Lantus SoloSTAR, Toujeo SoloSTAR, Toujeo Max SoloSTAR,
Apidra, Apidra SoloSTAR, and Soliqua 100/33. These programs are not valid for
prescriptions covered by or submitted for reimbursement under Medicare, Medicaid, VA,
DOD, TRICARE, or similar federal or state programs, including any state pharmaceutical
programs.

A. Sanofi Co-pay Cards

To participate in one of Sanofi’s co-pay card programs, eligible patients are able
to register and download electronic co-pay cards from a Sanofi website, or are able to call
a call center to request a physical co-pay card. Patients also may receive physical co-pay
cards from their healthcare providers. Physical co-pay cards must be activated prior to
use, though an online activation process or by calling a call center. Sanofi’s co-pay card
programs are administered by a third party vendor.

1. Sanofi Rx Savings Program for Lantus

Eligible Lantus/Lantus SoloSTAR patients with commercial insurance or cash-
paying patients may enroll in the Sanofi Rx Savings Card for Lantus. Enrolled patients
pay as little as a $0 co-pay, with a maximum savings of up to $600 per package for
commercially-insured patients and $100 per package for cash-paying patients. The
Sanofi Rx Savings Card for Lantus is valid for up to 3 packages per prescription. The
card may not be used for prescriptions that are covered by or submitted for
reimbursement under Medicare, Medicaid, VA, DOD, TRICARE, or similar federal or
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state programs, including any state pharmaceutical program. For additional information,
please see https://www.lantus.com/sign-up/savings-and-support.

2. Sanofi Rx Savings Program for Toujeo

Eligible Toujeo SoloSTAR/Toujeo Max SoloSTAR patients with commercial
insurance or cash-paying patients may enroll in the Sanofi Rx Savings Program for
Toujeo. Enrolled patients pay as little as a $0 co-pay on the first 3 prescription fills and a
$10 co-pay for the next 12 prescription fills, with a maximum savings of $600 per pack
for all patients enrolled in a commercial insurance plan and $200 per package for cash-
paying patients. The Sanofi Rx Savings Card for Toujeo is valid for up to 3 packs per
prescription. The card may not be used for prescriptions that are covered by or submitted
for reimbursement under Medicare, Medicaid, VA, DOD, TRICARE, or similar federal
or state programs, including any state pharmaceutical program. For additional
information, please see https://www.toujeo.com/toujeo-savings-card-coupon-and-support.

3. Apidra $0 Co-pay Program

Eligible Apidra/Apidra SoloSTAR patients with commercial insurance or cash-
paying patients may enroll in the Apidra $0 Co-pay Program. Enrolled patients pay as
little as a $0 co-pay, with a maximum savings of $100 per package. The Apidra $0 Co-
pay Program is valid for up to 1 package per prescription. The card may not be used for
prescriptions that are covered by or submitted for reimbursement under Medicare,
Medicaid, VA, DOD, TRICARE, or similar federal or state programs, including any state
pharmaceutical program. For more information, please see
https://www.apidra.com/apidra/saving.aspx.

4. Soliqua 100/33 Savings Card

Eligible Soliqua 100/33 Savings Card patients with commercial insurance may
enroll in the Soliqua 100/33 Savings Card program. Enrolled patients pay as little as a $0
co-pay, with a maximum savings of $800 per pack. The Soliqua 100/33 Savings Card is
valid for up to 1 package per prescription. The card may not be used for prescriptions
that are covered by or submitted for reimbursement under Medicare, Medicaid, VA,
DOD, TRICARE, or similar federal or state programs, including any state pharmaceutical
program. For more information, please see https://www.soliqual00-33.com/savings-and-

support.
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B. eVoucherRX Program

Additionally, Sanofi offers the eVoucherRX Program to eligible Apidra/Apidra
SoloSTAR, Lantus/Lantus SoloSTAR, Toujeo SoloSTAR/Toujeo Max Solostar, and
Soliqua 100/33 patients. Through this program, Sanofi provides commercially-insured
patients with financial support automatically through participating pharmacies. Eligible
patients receive the benefit of the offer without having to enroll in the program or present
a card at the pharmacy counter. Apidra/Apidra SoloSTAR and Soliqua patients receive
the same co-pay assistance offered through the corresponding copay card program. The
Lantus and Toujeo eVoucherRx programs are available to commercially-insured
Lantus/Lantus SoloSTAR and Toujeo SoloSTAR/Toujeo Max SoloSTAR patients during
the deductible phase of their benefit. The program reduces these patients’ out-of-pocket
costs to $0 with a maximum benefit of $1500 per year. The third-party vendor that
administers the program screens claim submissions for applicable products in an effort to
ensure that the program is not applied to any claim using insurance that has been
identified as a federal health care program.

. Sanofi Insulins Valyou Savings Program

In early 2018, Sanofi launched the Insulins Valyou Savings Program, which is a
direct purchase discount program that aims to lower out-of-pocket costs for patients who
manage their diabetes with Lantus, Lantus SoloSTAR, Admelog, Admelog SoloSTAR,
Apidra, Apidra SoloSTAR, and Toujeo, Toujeo SoloSTAR, and Toujeo Max SoloSTAR.
The purpose of the Valyou Savings Program is to provide financial relief to patients
currently paying full retail price for Sanofi insulins (including uninsured patients who do
not qualify for other patient assistance programs and some commercially insured patients
with a high deductible that has not been reached on their plan). Through this program,
eligible individuals can access the Sanofi insulin products listed above for $99 per 10 mL
vial or $149 for a pack of SoloSTAR pens, which is approximately a 60% discount below
the list price and could result in savings of up to $3,000 per year.** The Valyou Savings

13 patients with type 1 diabetes require insulin replacement with both background (basal) and mealtime
(bolus) insulin. An average adult with type 1 diabetes who weighs 70 kg (155 pounds) should be taking
anywhere from 0.5-1 u/kg/ day - depending upon activity levels, and meal choices. If we use the higher
daily dose of 1 u/kg/day, the patient would need a total of 70 units/day of insulin, of which ~ half should be
mealtime bolus insulin and half should be background basal insulin. That would mean they could possibly
get by on one vial of long acting and one vial of short acting or a pen pack for basal and bolus each month.
For the average patient with type 1 diabetes, under the Valyou program, the patient would meet the monthly
insulin requirement with two payments of $99.

For patients with type 2 diabetes, many require background (basal) insulin only. Our internal data show
that the average daily dose is roughly 45 units per day which results in a monthly requirement of 1350 units
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Program is valid for a maximum quantity of ten 10mL vials per fill or ten packs of
SoloStar pens per fill, and is valid for one fill per product per month. Under the Valyou
Savings Program, prices are guaranteed for 12 consecutive monthly fills. The program is
available at U.S. pharmacies.

The Valyou Savings Program is administered by a third party vendor. Patients are
able to register and download an electronic savings cards from a Sanofi website, or are
able to call a call center to request a physical savings card. Patients also may receive
physical savings cards from their healthcare providers. Physical savings cards must be
activated prior to use, though an online activation process or by calling a call center.

I1. Sanofi Patient Connection

Sanofi Patient Connection is a Sanofi-sponsored patient assistance program that
provides free Sanofi medicines, including Admelog, Admelog SoloSTAR, Apidra,
Apidra SoloSTAR, Lantus, Lantus SoloSTAR, Soliqua 100/33, Toujeo SoloSTAR, and
Toujeo Max SoloSTAR, to financially-needy patients who meet certain eligibility
criteria. To be eligible for an insulin product through the program, a patient must meet
the following criteria:

e The patient must be a U.S. citizen or resident and be under the care of a licensed
healthcare provider authorized to prescribe, dispense and administer medicine in
the U.S.;

e The patient must also have:

0 No insurance coverage or access to the prescribed product or treatment via
their insurance; or

0 Medicare Part D coverage and 1) not have coverage for a generic
equivalent product and 2) have spent at least 5% of their annual household
income on prescription medications covered through their Part D plan in
the current year.

of basal insulin per month. The Lantus SoloSTAR® pack contains 1500 units of insulin (5 pens x 300
units per pen) and the Toujeo SoloSTAR® pack contains 1350 units of insulin (3 pens x 450 units per pen).
For the average patient with type 2 diabetes, under the Valyou program, the patient would meet the monthly
insulin requirement with one payment of $149. Patients on lower doses of Lantus per month could opt for
the 10ml vial, which is $99 per vial.
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e Patient must have an Annual household income of <250% of the current Federal
Poverty Level (in 2019, $64,375 for a family of 4).

If a patient appears to be eligible for Medicaid, they are required to provide
documentation of a Medicaid denial before they may be eligible for patient assistance. A
third party vendor administers Sanofi Patient Connection on behalf of Sanofi. The
patient assistance program application is available online'* and must be sent to the
program via fax or mail.

We remain committed to continuing to work collaboratively with the Committee
on its inquiry. As discussed during our February 28, 2019 call with your staffs, we are
preparing to continue our production in response to the Letter on a rolling basis. We are
also happy to continue our dialogue on protocols for producing confidential information.
In the interim, to the extent you have any questions about the information contained
above, please do not hesitate to contact me.

Sincerely,

Jeffrey L. Handwerker
Enclosure(s)

1% See http://www.sanofipatientconnection.com/media/pdf/SPC_Application.pdf.




Response to Request 1(a)-(b)

NDC 00088-2220-33 00088-2219-05 00088-5021-01 |00088-5020-05 00024-5869-03 00024-5871-02 00088-2500-33 |00088-2502-05 00024-5761-05 00024-5924-10 |00024-5925-05
Brand Lantus Lantus Solostar Lantus Lantus Solostar  Toujeo Solostar ' Toujeo Max Solostar |Apidra Apidra Solostar Soliqua 100/33 [Admelog [Admelog Solostar
insulin insulin insulin
glargine,human insulin glargine, glargine,human |insulin insulin glargine,human
recombinant human r r i glargine,human insulin glargine,human |[glargine,human recombinant
Generic Name analog analog analog T i analog |r i analog T analog |insulin glulisine |insulin glulisine g/\ixi: insulin lispro insulin lispro
100 unit-33 mcg/mL
Strength 100 unit/mL 100 unit/mL (3 mL) [100 unit/mL 100 unit/mL (3 mL)  [300 unit/mL (1.5 mL) |300 unit/mL (3 mL) 100 unit/mL 100 unit/mL (3mL) 100 unit/mL 100 unit/mL
Dosage Form VIAL (ML) INSULIN PEN (ML)  |VIAL (ML) INSULIN PEN (ML) [INSULIN PEN (ML) INSULIN PEN (ML) |VIAL (ML) INSULIN PEN (ML) |INSULIN PEN (ML) |VIAL (ML) INSULIN PEN (ML)
Package Size (mL) 10.0] 3.0 10.0] 3.0 1.5 3.0 10.0] 3.0 3.0 10.0] 3.0
WAC per KIU (USD|
1/1/2014 19.128) 20.208 N/A N/A N/A N/A 15.676 20.174 N/A N/A N/A
2/1/2014 19.128) 20.208] N/A N/A N/A N/A 15.676 20.174 N/A N/A N/A
3/1/2014 19.128] 20.208 N/A N/A N/A N/A 15.676 20.174 N/A N/A N/A
4/1/2014 19.128) 20.208] N/A N/A N/A N/A 15.676 20.174 N/A N/A N/A
5/1/2014 19.128) 20.208] N/A N/A N/A N/A 15.676 20.174 N/A N/A N/A
6/1/2014 22.208) 22.208 N/A N/A N/A N/A 15.676 20.174 N/A N/A N/A
7/1/2014 22.208 22.208] N/A N/A N/A N/A 18.485 23.80666 N/A N/A N/A
8/1/2014 22.208) 22.208 N/A N/A N/A N/A 18.485 23.80666 N/A N/A N/A
9/1/2014 22.208 22.208] N/A N/A N/A N/A 18.485 23.80666 N/A N/A N/A
10/1/2014 22.208) 22.208 N/A N/A N/A N/A 18.485 23.80666 N/A N/A N/A
11/1/2014 22.208 22.208] N/A N/A N/A N/A 18.485 23.80666 N/A N/A N/A
12/1/2014 24.851 24.85066) N/A N/A N/A N/A 18.485 23.80666 N/A N/A N/A
1/1/2015 24.851 24.85066) N/A N/A N/A N/A 18.485 23.80666 N/A N/A N/A
2/1/2015 24,851 24.85066) N/A N/A N/A N/A 20315 26.16333 N/A N/A N/A
3/1/2015 24.851 24.85066) N/A N/A 74.55111) N/A 20315 26.16333 N/A N/A N/A
4/1/2015 24,851 24.85066) N/A N/A 74.55111) N/A 20315 26.16333 N/A N/A N/A
5/1/2015 24.851 24.85066) N/A N/A 74.55111) N/A 20315 26.16333 N/A N/A N/A
6/1/2015 24,851 24.85066) N/A N/A 74.55111) N/A 20315 26.16333 N/A N/A N/A
7/1/2015 24.851 24.85066) N/A N/A 74.55111) N/A 22.326 28.75333 N/A N/A N/A
8/1/2015 24,851 24.85066) N/A N/A 74.55111) N/A 22.326 28.75333 N/A N/A N/A
9/1/2015 24,851 24.85066) N/A N/A 74.55111) N/A 22.326 28.75333 N/A N/A N/A
10/1/2015 24.851 24.85066) N/A N/A 74.55111) N/A 22.326 28.75333 N/A N/A N/A
11/1/2015 24,851 24.85066) N/A N/A 74.55111) N/A 22.326 28.75333 N/A N/A N/A
12/1/2015 24.851 24.85066) N/A N/A 74.55111) N/A 22.326 28.75333 N/A N/A N/A
1/1/2016 24,851 24.85066) N/A N/A 74.55111) N/A 22.326 28.75333 N/A N/A N/A
2/1/2016 24.851 24.85066) N/A N/A 74.55111) N/A 23.621 30.42133 N/A N/A N/A
3/1/2016 24,851 24.85066) N/A N/A 74.55111) N/A 23.621 30.42133 N/A N/A N/A
4/1/2016 24.851 24.85066) N/A N/A 74.55111) N/A 23.621 30.42133 N/A N/A N/A
5/1/2016 24,851 24.85066) N/A N/A 74.55111) N/A 23.621 30.42133 N/A N/A N/A
6/1/2016 24,851 24.85066) N/A N/A 74.55111) N/A 23.621 30.42133 N/A N/A N/A
7/1/2016 24.851 24.85066) N/A N/A 74.55111) N/A 23.621 30.42133 N/A N/A N/A
8/1/2016 24,851 24.85066) N/A N/A 74.55111) N/A 23.621 30.42133 N/A N/A N/A
9/1/2016 24.851 24.85066) N/A N/A 74.55111) N/A 25.511 32.85533 N/A N/A N/A
10/1/2016 24,851 24.85066) N/A N/A 74.55111) N/A 25.511 32.85533 N/A N/A N/A
11/1/2016 24.851 24.85066) N/A N/A 74.55111) N/A 25.511 32.85533 N/A N/A N/A
12/1/2016 24,851 24.85066) N/A N/A 74.55111) N/A 25.511 32.85533 N/A N/A N/A
1/1/2017 24.851 24.85066 N/A N/A 74.55111 N/A 25511 32.85533 42.33333 N/A N/A
2/1/2017 24.851 24.85066 N/A N/A 74.55111 N/A 25511 32.85533 42.33333 N/A N/A
3/1/2017 24.851 24.85066 N/A N/A 74.55111 N/A 25.511 32.85533 42.33333 N/A N/A
4/1/2017 24.851 24.85066 N/A N/A 74.55111 N/A 25511 32.85533 42.33333 N/A N/A
5/1/2017 24.851 24.85066 N/A N/A 74.55111 N/A 25.511 32.85533 42.33333 N/A N/A
6/1/2017 24.851 24.85066 N/A N/A 74.55111 N/A 25511 32.85533 42.33333 N/A N/A
7/1/2017 24.851 24.85066 24.851] 24.85066 74.55111 N/A 25.511 32.85533 42.33333 N/A N/A
8/1/2017 24.851 24.85066 24.851] 24.85066 74.55111 N/A 25511 32.85533 42.33333 N/A N/A
9/1/2017 24.851 24.85066 24.851] 24.85066 74.55111 N/A 25.511 32.85533 42.33333 N/A N/A
10/1/2017 25.597 25.596 25.597] 25.596 78.57777 N/A 25.511 32.85533 42.33333 N/A N/A
11/1/2017 25.597| 25.596 25.597] 25.596 78.57777 N/A 25511 32.85533 42.33333 N/A N/A
12/1/2017 25.597 25.596 25.597] 25.596 78.57777 N/A 25.511 32.85533 42.33333 N/A N/A
1/1/2018 25.597| 25.596 25.597] 25.596 78.57777 N/A 25511 32.85533 42.33333 23.35 30.056
2/1/2018 25.597 25.596 25.597] 25.596 78.57777 N/A 26.991 34.76066 44.78866)| 23.35 30.056
3/1/2018 25.597| 25.596 25.597] 25.596 78.57777 N/A 26.991 34.76066 44.78866)| 23.35 30.056
4/1/2018 25.597 25.596 25.597] 25.596 78.57777 78.57833 26.991 34.76066 44.78866)| 23.35 30.056
5/1/2018 26.954| 26.95266 26.954/ 26.95266 82.74222 82.74333 26.991 34.76066 44.78866)| 23.35 30.056
6/1/2018 26.954 26.95266 26.954/ 26.95266 82.74222 82.74333 26.991 34.76066 44.78866)| 23.35 30.056
7/1/2018 26.954 26.95266 26.954/ 26.95266 82.74222 82.74333 26.991 34.76066 44.78866)| 23.35 30.056
8/1/2018 26.954| 26.95266 26.954/ 26.95266 82.74222 82.74333 26.991 34.76066 44.78866)| 23.35 30.056
9/1/2018 26.954 26.95266 26.954/ 26.95266 82.74222 82.74333 26.991 34.76066 44.78866)| 23.35 30.056
10/1/2018 26.954| 26.95266 26.954/ 26.95266 82.74222 82.74333 26.991 34.76066 44.78866)| 23.35 30.056
11/1/2018 26.954 26.95266 26.954/ 26.95266 82.74222 82.74333 26.991 34.76066 44.78866)| 23.35 30.056
12/1/2018 26.954| 26.95266 26.954/ 26.95266 82.74222 82.74333 26.991 34.76066 44.78866)| 23.35 30.056
1/1/2019 26.954 26.95266 26.954/ 26.95266 82.74222 82.74333 26.991 34.76066 44.78866)| 23.35 30.056

AnalySource (Selected from FDB MedKnowledge (formerly known as NDDF Plus) data included with permission and copyrighted by First Databank, Inc.)
Exported: 03/08/2019



($Millions) Gross Sales ($Ms)

Brand 2014 2015 2016 2017 2018
Lantus 10,123 11,802 10,972 10,032 8,918
Toujeo - 285 1,049 1,326 1,448
Soliqua 100/33 - - - 77 192
Admelog - - - - 166
Apidra 300 305 289 264 225
($Millions) Net Sales ($Ms)*

Brand 2014 2015 2016 2017 2018
Lantus 5,577 4,425 3,881 2,898 1,905
Toujeo - 151 523 519 406
Soliqua 100/33 - - - 30 73
Admelog - - - - 101
Apidra 173 160 127 116 87

*This data is derived from public filings which are reported in euros. We have converted the
data into U.S. dollars using average annual exchange rates from the applicable year.

Gross Units (millions)

Brand 2014 2015 2016 2017 2018
Lantus 46,921 47,512 44,166 40,087 33,599
Toujeo - 1,149 4,226 5,264 5,329
Soliqua 100/33 - - - 183 430
Admelog - - - - 612
Apidra 1,556 1,263 1,044 905 723
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CONFIDENTIAL TREATMENT REQUESTED

March 29, 2019
Hon. Charles E. Grassley Hon. Ron Wyden
Chairman Ranking Member
Committee on Finance Committee on Finance
United States Senate United States Senate
219 Dirksen Senate Office Building 219 Dirksen Senate Office Building
Washington, D.C. 20510 Washington, D.C. 20510

Dear Chairman Grassley and Ranking Member Wyden:

This letter further responds to your February 22, 2019 letter addressed to
“Sanofi,”! requesting certain information related to Sanofi’s insulin products (the
“Letter”). Following receipt of your letter, we, on behalf of our client, Sanofi US
(“Sanofi”),” participated in a productive conversation with your staffs regarding the
nature and timing of Sanofi’s response to the Letter. During that discussion, we agreed to
provide responsive information on a rolling basis over the next two months. On March 8§,
2019, we provided our first submission of information responsive to the Committee’s
requests. Below and enclosed, please find the second submission as part of our continued
rolling production of responsive information. Please note that we have prioritized the
production of information consistent with our discussion with your staffs, as well as our
ongoing discussions regarding the confidentiality concerns we raised in the conversation
with your staffs and in our March 8, 2019 letter. We remain committed in working with
you and your staffs to develop a protocol to address this issue in a way that preserves the
confidential nature of the information provided while at the same time enables the

' We note that the Committee addressed its letter to “Sanofi.” Sanofi is a société anonyme (public limited
liability corporation) incorporated under the laws of the Republic of France and headquartered at 54, rue La
Boétie 75008, Paris, France. As we understand the Committee’s inquiry to involve the pricing of Sanofi’s
insulin products in the US market, we intend to produce responsive information and documents from the
files of our client, Sanofi US, headquartered at 55 Corporate Drive, Bridgewater, NJ 08807, rather than
from “Sanofi,” its French parent company.

? Throughout this Letter, we use “Sanofi” to reference Sanofi US unless otherwise noted.

I Arnold & Porter Kaye Scholer LLP
601 Massachusetts Ave., NW | Washington, DC 20001-3743 | www.arnoldporter.com
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Committee to access information it deems necessary to achieve its investigatory and
policy objectives.

Requests 2(b) and 5.

As noted in our previous letter, Sanofi’ reinvests a significant portion of its
revenue into the research and development (“R&D”) of new or improved medicines and
vaccines. Last year, Sanofi globally spent almost $7 billion on R&D, an increase of
approximately 7 percent from 2017. Sanofi plans to maintain this level of R&D
investment through 2021. For 2018, Sanofi’s total R&D investment in diabetes was
approximately $800 million; from 2012-2018, Sanofi’s total R&D investment in diabetes
was approximately $4.5 billion.

Below please find a table that describes R&D spending by insulin product each
year since 2014. Based on the way Sanofi maintains its financial records, we were not
able to break this data out by clinical phase. Thus, the financial data below may cover
activities, including pre-clinical, Phase I-IV clinical trial, and other post-market research,
e.g., real world evidence studies. This data is maintained in Euros and has been
converted to U.S. dollars.

USS$ 2014 2015 2016 2017 2018

(millions)

Admelog 24.45 54.53 38.25 11.26 6.15
Apidra 2.31 5.47 3.64 1.36 1.04
Lantus 42.79 21.95 20.76 16.44 8.24
Soliqua 0 1.03 40.94 70.76 68.74
Toujeo 67.53 72.45 150.25 117.84 54.43

In response to your request to explain how Sanofi’s R&D activities support the
development of its insulin products, there are several phases to the development of drugs
and biological products, including insulin products (collectively “drugs”), and each is
important for ensuring that new drug products are safe and effective for the indications

? Throughout our response to Requests 2(b) and 5, references to Sanofi describe global activities.

US:164639624v1
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for which they receive approval. The regulatory development of a drug begins with
preclinical testing, which can include in vitro testing and animal studies. Preclinical
testing provides preliminary information that is used to assess whether it would be
reasonable to begin testing a drug in humans.

To support marketing approval, with some exceptions, FDA generally requires
that the safety and efficacy of a drug be established through a clinical development
program with three phases. The EU and other jurisdictions apply similar requirements.
Phase 1 studies involve the initial introduction of a drug in a small group of humans, and
provide preliminary dosing and tolerability information that is used to determine whether
to initiate pivotal safety and efficacy studies. Phase 2 studies are typically controlled
clinical trials conducted to evaluate the effectiveness of a drug for a particular indication
in patients with the disease or condition and to determine common side effects and risks.
Phase 3 studies are expanded studies performed after preliminary evidence suggests
effectiveness of the drug has been obtained and are intended to gather additional safety
and efficacy information necessary to evaluate the overall risk-benefit profile of a drug
and to provide an adequate basis for physician labeling.

Postmarketing studies, where required or requested by FDA, can help to further
refine the safety, efficacy , or optimal use of a product. In some cases, postmarketing
studies allow remaining questions about a drug’s safety or efficacy to be reviewed in
post-approval setting, avoiding delaying approval of a drug that may offer therapeutic
benefit. Companies may also voluntarily elect to conduct postmarking studies, including
as a means to learn more information about the safety or efficacy of a drug in real world
settings.

Request 2(c).

As described in our March 8, 2019 letter, Sanofi considers a number of factors
when evaluating whether to change the list price of any of its products, including its
insulin products. These factors include the value of the product to patients and to society,
the competitive environment, patient affordability and access considerations, investment
in further product development, and the need to reinvest in Sanofi’s R&D’s efforts more
generally. Changes in formulation, delivery method, or dosing often affect the clinical
value of the product and/or contribute to a patient’s quality of life by, among other things,
simplifying administration and reducing the number of doses required per day.

Therefore, such changes would be considered when evaluating whether to adjust the list
price of the Company’s products. As noted in our prior letter, any changes in list price
are made consistent with our pricing principles, which includes a pledge to keep annual
list price increases at or below the projected U.S. National Health Expenditure (NHE)

US:164639624v1
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growth rate, an estimate of medical spending calculated by the Centers for Medicare and
Medicaid Services (CMS) and often used as a measure of healthcare inflation.

The net price paid by any particular payer for a product reflects an arms-length
negotiation between Sanofi and each payer or their pharmacy benefit manager (PBM).
There is no direct relationship between changes in formulation, delivery method, and/or
dosing size and a negotiated net price.

Request 2(d).

In our prior production, we listed all patents related to Sanofi’s insulin products
received since January 1, 2014, for which a certification must be filed pursuant to the
Hatch-Waxman Act’ and which are published in the Food and Drug Administration’s
(“FDA”) Orange Book. Below, please find lists of additional patents related to Sanofi’s
insulin products that Sanofi has received since January 1, 2014.” Patents with
applicability to multiple products are listed under each applicable product line. We have
also provided information on patent applications that are related to Sanofi’s insulin
products that Sanofi has filed since January 1, 2014 that have not resulted in the issuance
of a patent.

Additionally, enclosed with this letter are copies of all patents listed in our March §, 2019
letter, as well as those listed in this letter. We are in the process of gathering copies of
the patent applications, which we will provide in a later production. Please note that
some patents are cited multiple times, as they apply to a number of Sanofi’s insulin
products.

Sanofi has made a good faith attempt to identify all such patents and applications, but
please note that this list may not be exhaustive. If we identify any additional patents or
applications applicable to this request, we will supplement the production.

* New Drug Application (“NDA™) applicants must file patent numbers and expiration dates of any patent
which “claims the drug for which the applicant submitted the application or which claims a method of
using such drug with respect to which a claim of patent infringement could reasonably be asserted if a
person not licensed by the owner engaged in the manufacture, use, or sale of the drug.” 21 U.S.C. §
355(b)(1); 21 C.F.R. § 314.53(b)(1). NDA applicants must amend NDA applications with relevant newly
issued patents and NDA holders must file relevant new patents with the FDA no later than 30 days after the
patent is issued. See 21 U.S.C. § 355(b)(1), (c)(2); 21 C.F.R. § 314.53(d)(1), (3).

> We have not identified any additional patents for the Apidra, Admelog, or Lantus product lines.

US:164639624v1
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Jeffrey L. Handwerker

Toujeo SoloStar and Toujeo Max SoloStar Patents

U.S. Patent No. Title Issuance Date
10,092,513 Treatment of Diabetes Oct. 9, 2018
Mellitus by Long-Acting
Formulations of Insulins
Soliqua 100/33 Patents
U.S. Patent No. Title Issuance Date
8,901,484 Quantification of impurities Dec. 2,2014
for release testing of peptide
products
Soliqua 100/33 Patent Applications
U.S. Application Title Filing Date
No.

14/303,895%*

Insulin glargine-lixisenatide
fixed ratio formulation

June 13, 2014

14/446,881%*

Quantification of impurities
for release testing of peptide
products

July 30, 2014

14/995,910%* Treatment of Pediatric Type Jan. 14, 2016
2 Diabetes Mellitus Patients

15/068,286%* Treatment [of] Type 2 Mar. 11, 2016
Diabetes Mellitus Patients

15/144,270%* Prevention of hypoglycemia May 2, 2016
in diabetes mellitus type 2

patients
15/186,416%* Pharmaceutical composition June 17,2016

comprising ave0010 and
insulin glargine

15/197,378%x*

Pharmaceutical combination
for use in glycemic control in
diabetes type 2 patients

June 29, 2016

15/275,867""

Method of treatment of

Sept. 26, 2016

** Sanofi later withdrew this application.

US:164639624v1
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U.S. Application
No.

Title

Filing Date

diabetes type 2 comprising
add-on therapy to insulin
glargine and metformin

15/411,557

Prevention of hypoglycaemia
in diabetes mellitus type 2
patients

Jan. 20, 2017

16/266,873

Treatment of Pediatric Type
2 Diabetes Mellitus Patients

July 11, 2017

15/646,760

Treatment [of] Type 2
Diabetes Mellitus Patients

July 11, 2017

15/657,683

Insulin glargine-lixisenatide
fixed ratio formulation

July 24, 2017

15/730,033 %

Pharmaceutical combination
for improving glycemic
control as add-on therapy to
basal insulin

Oct. 11, 2017

15/803,589

Pharmaceutical composition
comprising a GLP-1 agonist

Nov. 3,2017

15/893,577

Treatment of Type 2
Diabetes Mellitus Patients

Feb. 9, 2018

15/952,776

Prevention of hypoglycemia
in diabetes mellitus type 2
patients

Apr. 13,2018

15/960,488

Pharmaceutical combination
for improving glycemic
control as add-on therapy to
basal insulin

Apr. 23,2018

15/962,770

Pharmaceutical Composition
for Use in the Treatment of a
Neurodegenerative
Disease

Apr. 25,2018

16/013,617

Pharmaceutical composition
comprising a GLP-1 agonist
and methionine

June 20, 2018

15/914,197

Insulin Glargine/Lixisenatide
Fixed Ratio Formulation

Aug. 10, 2018

16/165,837

Combination of an insulin

Oct. 19, 2018

US:164639624v1
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U.S. Application Title Filing Date
No.

and a GLP-1-agonist

16/308,733 Pharmaceutical combination Dec. 10, 2018

for use in glycemic control in
diabetes type 2 patients

SoloStar Patent Applications

The following two patent applications were filed in relation to the entire SoloStar family
of products, and may have applicability to Lantus SoloStar, Apidra SoloStar, Admelog
SoloStar, Toujeo SoloStar, Toujeo Max SoloStar, and Soliqua 100/33, depending on the
scope of granted claims.

U.S. Application Title Filing Date
No.
15/681604 Pen-Type Injector Aug. 21,2017
15/787737 Improvements in and Oct. 19,2017
Relating to Drive
Mechanisms Suitable for Use
in Drug Delivery Devices

Reguest 6.

In response to Request 6, please find a description of the marketing and
advertising activities for Sanofi’s insulin products.

Sanofi provides information about its insulin products and related programs to
patients through a number of mediums. Product information and information regarding
related patient support offerings, such as co-pay cards, are provided online on Sanofi
websites and through web ads, online search ads, and social media sites. Additionally,
since September 2015, Sanofi has run ads for Lantus and Toujeo in print magazines and
on television.® Sanofi diabetes sales professionals also provide patient brochures to
healthcare professionals’ (HCP) offices and pharmacies for HCPs and pharmacists to
distribute to patients at their discretion. For patients who opt-in to communications with
Sanofi, Sanofi provides product information, diabetes educational information, and

® Lantus television ads were limited to a two month run in 2018.

US:164639624v1
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information regarding patient support offerings through direct mail and email. Sanofi
also staffs booths at some patient health fairs, at which product and diabetes educational
information are available. Finally, Sanofi communicates information about its co-pay
assistance programs to patients through pharmacy programs, in which co-pay savings
messages are attached to the pharmacy prescription drug bags of patients who have
received a Lantus, Soliqua, or Toujeo prescription and/or such patients are sent letters or
emails to remind them of Sanofi’s co-pay savings programs.

With respect to HCPs, Sanofi diabetes sales professionals call on relevant HCP
offices (endocrinologists and primary care providers) and pharmacies to educate HCPs
and pharmacists about Sanofi’s insulin products and related programs, provide product
samples, and leave patient materials for the HCPs/pharmacists’ use with their patients.
Sanofi places digital advertising about its products and co-pay assistance programs on
websites intended for HCPs, and provides this information to relevant HCPs through
email and direct mail. Sanofi also staffs booths at professional congresses and meetings,
such as the American Diabetes Association meetings, where it will distribute product
information and information about related programs. Finally, Sanofi facilitates speaker
programs, through which HCPs educate and inform their peers about the Sanofi insulins
they prescribe, including sharing the latest information about the benefits, risks and
appropriate uses of the medicines, consistent with the FDA-approved label.

Request 8(a)-(b).

In our March 8, 2019 letter, we provided information regarding Sanofi’s internal
programs that provide financial assistance to eligible patients in purchasing their insulin
or obtaining free insulin.

Subsequent to submitting that letter, we have identified two additional internal
financial assistance programs, both of which ended in 2018.

First, the Denial Conversion Program operated nearly identically to the
eVoucherRX program and is administered through the same vendor through participating
pharmacies. Through this program, Sanofi provided commercially-insured patients with
financial support automatically through participating pharmacies. Eligible patients
received the benefit of the offer without having to enroll in the program or present a card
at the pharmacy counter. Program eligibility was limited to commercially-insured
Lantus/Lantus SoloStar, Toujeo SoloStar/Toujeo Max Solostar, and Soliqua 100/33
patients that did not have coverage for the applicable product through their commercial
insurance benefit. In contrast, the eVoucherRX program is designed for eligible
commercially-insured patients with coverage for the applicable product. Eligible Lantus

US:164639624v1
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patients paid as little as a $0 co-pay, with a maximum savings of up to $600 per package.
Toujeo patients paid as little as $10 co-pay, with a maximum savings of up to $600 per
package. Soliqua patients paid as little as pay as little as a $0 co-pay, with a maximum
savings of $800 per package.

Second, Sanofi offered the Voucher on Demand Program to eligible Soliqua
100/33 patients. Through this program, Sanofi provided commercially-insured patients
with financial support automatically through participating pharmacies. Eligible patients
received the benefit of the offer without having to enroll in the program or present a card
at the pharmacy counter. The program reduced these Soliqua patients’ out-of-pocket
costs to as little as $0 up to a maximum benefit of $800 per package of pens, up to three
packages per prescription. The program was operated through a third-party vendor.

We have not identified any Sanofi-funded external programs that financially assist
patients purchasing insulin or which provide free insulin to financially-need patients
since January 1, 2014.

Request 8(f).

Sanofi’s point-of-sale programs, including its co-pay cards, the eVoucherRX
Program, the Denial Conversion Program, the Voucher on Demand Program, and the
Insulins Valyou Savings Program, do not generate direct revenue for the company.
Rather, through a third-party vendor, Sanofi reimburses pharmacies for some portion of
the patient’s out-of-pocket costs at the pharmacy counter (pursuant to the applicable
program’s terms and conditions). Such pharmacies have purchased Sanofi insulin
products through the normal supply chain. As noted in response to Request 9, below,
these programs are recorded as expenses and reductions in sales in Sanofi’s financial
statements. By reducing patient out-of-pocket costs, these programs do make prescribed
medicines more affordable for patients, which in turn may increase adherence and thus
reduce the number of instances where patients do not fill prescriptions due to cost. Thus,
these programs can help avoid prescription abandonment, which in turn could enable
Sanofi to receive more revenues for the product than would be the case if patients had
abandoned their prescription. The exact impact of the reduced abandonment rate cannot
easily be quantified. However, we believe that such prescriptions are medically
appropriate and that abandonment would be harmful to both the patient and the health
care system.

Sanofi Patient Connection, which provides free product to eligible financially
needy patients, does not generate revenue for the Company.

US:164639624v1
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Request 9.

Patient Assistance Program Accounting

Within Sanofi’s financial statements, Sanofi includes the administrative costs of
the company’s co-pay assistance programs, Insulins Valyou Savings Program, and Sanofi
Patient Connection in the “Selling and general expenses” line item. For co-pay assistance
programs and the Insulins Valyou Savings Program, Sanofi records the pharmacy
reimbursement amount paid by the company as a reduction in sales. Sanofi records free
product provided through Sanofi Patient Connection within “Cost of Sales.” Sanofi Care
North America, the 501(c)(3) operating foundation that donates free product to Sanofi
Patient Connection, records the free goods as a “Contribution” when received from
Sanofi, and as a “Donation,” when donated to Sanofi Patient Connection.

Market Information Collected from Patient Assistance Programs and Patient Hub
Activities

Through Sanofi’s point-of-sale patient assistance programs (copay cards,
eVoucherRx, Denial Conversion, Voucher on Demand, and Insulins Valyou Savings
Programs, Sanofi receives program anonymized utilization data, including information
about patient out-of-pocket costs before application of the program, the average amounts
Sanofi reimburses pharmacies through the program, program abandonment rates, the
pharmacies patients utilize, and the prescribers writing the prescriptions associated with
copay card utilization. This information is used to administer the program. Sanofi may
also use this data to develop market and business insights.

Through the Sanofi Patient Connection application,” Sanofi collects relevant
patient and prescriber information to evaluate patient eligibility and administer the
program. Sanofi does not use this information for purposes other than administering
Sanofi Patient Connection.

Sanofi does not have a patient support hub for its insulin products.

% % %

We remain committed to continuing to work collaboratively with the Committee
on its inquiry. We will continue our production in response to the Letter on a rolling

7 Available at http://www.sanofipatientconnection.com/media/pdf/SPC_Application.pdf.
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basis. We are also happy to continue our dialogue on protocols for producing

confidential information. In the interim, to the extent you have any questions about the
information contained above, please do not hesitate to contact me.

Sincerely,

e

Jeffrey L. Handwerker
Enclosure(s)

US:164639624v1



Jeffrey L. Handwerker

CONFIDENTIAL TREATMENT REQUESTED

May 24, 2019
Hon. Charles E. Grassley Hon. Ron Wyden
Chairman Ranking Member
Committee on Finance Committee on Finance
United States Senate United States Senate
219 Dirksen Senate Office Building 219 Dirksen Senate Office Building
Washington, DC 20510 Washington, DC 20510

Dear Chairman Grassley and Ranking Member Wyden:

This letter further responds to your February 22, 2019 letter addressed to
“Sanofi,”! requesting certain information related to Sanofi’s insulin products (the
“Letter”). Following receipt of your letter, we, on behalf of our client, Sanofi US
(“Sanofi”),? participated in multiple conversations with your staffs regarding the nature
and timing of Sanofi’s response to the Letter. During those discussions, we agreed to
provide responsive information on a rolling basis. On March 8, 2019, March 29, 2019,
and April 22, 2019 we provided our first three submissions of information responsive to
the Committee’s requests. Below and enclosed, please find the fourth submission of
responsive information, which includes information responsive to all remaining open
requests. We have produced this information consistent with our prior discussions with
your staffs, as well as our ongoing discussions regarding the confidentiality concerns we
raised in the conversation with your staffs and in our March 8, 2019, March 29, 2019,
April 22, 2019, April 29, 2019, and May 17, 2019 letters.

In particular, as described in our letters to the Committee on April 29, 2019 and
May 17, 2019, the information provided in this submission is confidential and proprietary
information that falls within the definition of “trade secret” under the Trade Secrets Act,

1 We note that the Committee addressed its letter to “Sanofi.” Sanofi is a société anonyme (public limited
liability corporation) incorporated under the laws of the Republic of France and headquartered at 54, rue La
Boétie 75008, Paris, France. As we understand the Committee’s inquiry to involve the pricing of Sanofi’s
insulin products in the US market, we intend to produce responsive information and documents from the
files of our client, Sanofi US, headquartered at 55 Corporate Drive, Bridgewater, NJ 08807, rather than
from “Sanofi,” its French parent company.

2 Throughout this Letter, we use “Sanofi” to reference Sanofi US unless otherwise noted.

I Arnold & Porter Kaye Scholer LLP
601 Massachusetts Ave., NW | Washington, DC 20001-3743 | www.arnoldporter.com
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18 U.S.C. § 1905, Exemption 4 of the Freedom of Information Act, 5 U.S.C. § 552(b)(4),
and the Defend Trade Secrets Act of 2016, 18 U.S.C. § 1836. We understand that the
Committee and its staff are well-versed in handling such highly sensitive information.
Pursuant to Rule XXIX of the Standing Rules of the Senate, we understand that the
Committee will provide Sanofi with an opportunity to present any objections prior to any
potential public disclosure and will work with us to try to mitigate any competitive harm
concerns. We appreciate the Committee’s continuing consideration of this important
issue.

Response to Requests:

1(c): Every net price that was in effect at any time since January 1, 2014, for Part
D plans, and all pharmacy benefit managers (“PBMs’’) or other entities that
represented or negotiated on behalf of a Part D plan, as well as your company’s
10 largest commercial plans, as defined by the number of lives covered. For each
net price, please include the date on which the price went into effect. Please
provide these prices on the basis of dosage units, i.e. the form in which they are
marketed and sold. These prices should be reported on the same basis as the
response to Question 1(b).

1(d): Every formulary placement since January 1, 2014, for any Part D plan, and
all PBMs or other entities that represented or negotiated on behalf of a Part D
plan, and your company’s 10 largest commercial plans, as defined by the number
of covered lives.

3(a): For each PBM that has been provided a rebate, discount, or other price
concession for one or more of your company’s insulin products, please provide
the amount of the rebate, discount, or other price concession for coverage of the
product and the dates the concession was in effect.

3(c): For each PBM that has been provided a rebate, discount, or other price
concession for one or more of your company’s insulin products, please provide a
description of any other terms or contract conditions that were agreed to as part
of the rebate or other price concession negotiation that would affect patient
access, including but not limited to, elimination of prior authorization, step
therapies, volume targets, revenue targets, and other utilization management
methods. Please include the dates such concessions remained in effect.

Information responsive to the above requests is attached to this letter in two Excel
workbooks and hardcopy PDFs, the format requested in your February 22, 2019 letter.
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The Excel workbooks are titled “Insulin Pricing Information” and “Price Protection
Information.” Please note that, for purposes of Requests 3(a) and 3(c), we have
interpreted the term “each PBM” to be consistent with the scope of information requested
in Requests 1(c) and 1(d). For Requests 1(c) and 1(d), we produced the requested
information for all “Part D plans, and all PBMs or other entities that represented or
negotiated on behalf of a Part D plan, and Sanofi’s 10 largest commercial plans, as
defined by the number of covered lives.” We applied the same construction to Requests
3(a) and 3(c).

Each product line item in the Excel workbook and hardcopy PDF titled “Insulin
Pricing Information” represents the rebates, price concessions, and administrative fees
offered by Sanofi on the specified insulin product at the specified point in time to a Part
D plan or PBM. In the workbook, column B, “Contract Entity,” identifies the other party
to a Sanofi rebate agreement and the relevant product. Columns H, “Price Start Date,”
and I, “Price End Date,” identify the start and end dates within which the discounts
identified on a product line item were, or are, in effect. Column K, “WAC,” identifies
the Wholesale Acquisition Cost (“WAC”), which is the benchmark price against which
price concessions are provided, during the applicable time period.

Requests 1(c) and 3(a)

Most relevant to Requests 1(c) and 3(a), the Excel workbook and hardcopy PDF
titled “Insulin Pricing Information” identify the net prices and price concession amounts
in effect since January 1, 2014 for Part D plans, PBMs and other entities that negotiated
on behalf of a Part D plan, and for Sanofi’s top 10 largest commercial plans.

Specifically, columns S, “Net Price (Net of Base & Price Protection Rebates),” and V,
“Net Price (Net of Base & Price Protection Rebates and Administrative Fee),” identify
net prices, and columns P, “Base Rebate Amount,” R, “Price Protection Rebate Amount,”
and U, “Administrative Fee Amount,” identify the amount of any base rebate, price
protection rebate, and administrative fee applicable to a given product. The net prices
identified in column S take into account the base rebate and price protection rebate
applicable to an insulin product, and the net prices in column U take into account the base
rebate, price protection rebate, and administrative fee applicable to an insulin product.
The percentage and amount of the base rebate associated with each insulin product are
found in columns L, “Base Rebate Percent,” and P, “Base Rebate Amount,” respectively.
The percentage and amount of the price protection rebate associated with each insulin
product are found in columns Q, “Price Protection Rebate Percent,” and R, “Price
Protection Rebate Amount,” respectively. The percentage and amount of the price
protection rebate associated with each insulin product are available in the “Insulin Pricing
Information” Excel workbook and hardcopy PDF only for the period January 1, 2014
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through August 20, 2018. The percentage and amount of the price protection rebate
associated with each insulin product for the period starting on August 20, 2018 are
available on the “Price Protection Information” Excel workbook and hardcopy PDF.2
The percentage and amount of the administrative fee associated with each insulin product
are found in columns T, “Administrative Fee Percent,” and U, “Administrative Fee
Amount,” respectively.

Requests 1(d) and 3(c)

The Excel workbook and hardcopy PDF titled “Insulin Pricing Information”
identify in column W, “Bates Number,” the Bates number of the contract or contract
amendment where the Committee will find, for the period January 1, 2014 to the present
for each relevant insulin product: (1) formulary placement for the product offered to any
Part D plan, PBM and other entities that negotiated on behalf of a Part D plan, and
Sanofi’s top 10 largest commercial plans; and (2) a description of any term or contract
condition on the product agreed upon as part of the rebate or other price concession
offered to any Part D plan, PBM and other entities that negotiated on behalf of a Part D
plan, and Sanofi’s top 10 largest commercial plans. By including the information in
column W, we intend that the Committee will be able to locate the formulary status and
any contract conditions for a specific product by using the Bates number to identify the
relevant contract or contract amendment.

3 On August 20, 2018, Sanofi migrated its internal contracting tracking system from one contracting system
(called “CARS”) to a new contracting system (called “RMUS”). In the new RMUS system, the system
manages price protection rebates. For this reason, Sanofi is not able to integrate the price protection rebates
offered by Sanofi for contracts that are active after August 20, 2018 into the product line items, including
net prices and price concession amounts, identified in the Excel workbook titled “Insulin Pricing
Information.” As an alternative, Sanofi is producing a second Excel workbook and hardcopy PDF titled
“Price Protection Information” that identify the price protection rebates applicable to insulin products from
August 20, 2018 through the present. Specifically, in the Excel workbook and hardcopy PDF titled “Price
Protection Information,” column B, “Contract Entity,” identifies the other party to a Sanofi rebate
agreement. Columns H, “Price Protection Start Date,” and I, “Price Protection End Date,” identify the start
and end dates within which the price protection rebate identified on a product line item was, or is, in effect.
Column K, “Price Protection Baseline WAC,” identifies the baseline WAC upon which the price protection
rebate is applicable, and column L, “Price Protection Percent,” identifies the maximum percentage by
which the baseline WAC can increase before Sanofi would owe a price protection rebate.
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Response to Request 3(b): For each PBM that has been provided a rebate, discount, or
other price concession for one or more of your company’s insulin products, please
provide a description of how the rebate or other price concession impacted the product’s
formulary placement.

Sanofi negotiates rebates, discounts, and other price concessions with health plans
and their pharmacy benefit managers for the purpose of securing better formulary
position for its products. Sanofi’s goal when entering into these agreements is to ensure
strong access and low cost sharing for patients. Under the current system, this is
achieved through offering rebates or other price concessions in exchange for a more
preferential formulary placement. As shown in the attached Excel workbooks and
hardcopy PDFs provided in response to Requests 1(c), 1(d), 3(a), and 3(c), Sanofi
typically offers a plan or PBM multiple different rebate options on a given product, with
each offer associated with a specific formulary placement. Although Sanofi’s hope in
these negotiations is that its rebates will result in the best possible access for patients, it is
not Sanofi’s ultimate decision whether a product is on formulary, what the product’s
formulary placement is on a plan formulary, or the way that formulary placement affects
patient cost-sharing responsibility for the product. Those decisions are made
independently by the health plan or its PBM after a highly competitive negotiation.

Response to Requests:

Second Subpart of Request 2(b): How did the changes described in Question 2(a)
affect manufacturing costs? Question 2(a) states: How did the change(s)
associated with a new NDC add value to patients?

2(e): For each product line, please provide the gross and per-unit manufacturing
costs for each insulin product with an NDC.

Below, please find a chart that provides the gross and per-unit manufacturing
costs for each insulin product by NDC number, which is how Sanofi tracks this
information internally.

Gross Manufacturing Costs (US$ (M))

Brand Strength | Dosage NDC 2014 2015 2016 2017 2018

100 Vial 0088-2500-33 | 4.01 2.45 2.12 2.05 1.75
Apidra unit/ML
(10ML)
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Apidra 100 Insulin | 0088-2502-05 | 5.45 3.87 3.64 3.77 2.88
SO|CF))STAR unit/ML Pen
(5 x 3ML)
100 Vial 0088-2220-33 | 76.89 | 63.21 | 61.29 60.81 46.61
Lantus unit/ML
(10ML)
Lantus 100 Insulin | 0088-2219-05 | 142.72 | 123.14 | 120.42 | 114.56 | 102.21
SOloSTAR unit/ML Pen
(5 x 3ML)
Lantus 100 Insulin | 0088-5020-05 | N/A N/A N/A 0.14 0.24
Novanlus unit/ML Pen
P (5 x 3ML)
LANTUS 100 Vial 0088-5021-01 | N/A N/A N/A 0.14 0.29
unit/ML
Novaplus (10ML)
100 unit- | Insulin | 0024-5761-05 | N/A N/A N/A 1.96 4.37
Soliqua 33 Pen
100/33 mcg/ML
(3ML)
300 Insulin | 0024-5869-03 | N/A 6.44 23.49 31.18 28.30
Toujeo unit/ML Pen
SoloSTAR (3x
1.5ML)
Toujeo 300 Insulin | 0024-5871-02 | N/A N/A N/A N/A 1.32
Max unit/ML Pen
SoloSTAR (3ML)
100 Vial 0024-5924-10 | N/A N/A N/A N/A 2.42
Admelog unit/ML
(10ML)
Admelog 100 Insulin | 0024-5925-05 | N/A N/A N/A N/A 3.64
SoloSTAR unit/ML Pen

(5 x 3ML)
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Per-Unit Manufacturing Costs (US$)
Product Strength | Dosage NDC 2014 2015 2016 2017 2018
100 Vial 0088-2500-33 | 4.44 3.52 3.94 4.47 4.97
Apidra unit/ML
(10ML)
. 100 Insulin | 0088-2502-05 | 11.78 9.59 10.36 11.27 10.10
Apidra it/
SoloSTAR | UMUML | Pen
(5 x 3ML)
100 Vial 0088-2220-33 | 3.43 2.95 3.27 3.72 3.61
Lantus unit/ML
(10ML)
100 Insulin | 0088-2219-05 | 8.43 6.87 6.91 7.05 7.26
LRITiLS unit/ML Pen
SoloSTAR (5 x 3ML)
100 Insulin | 0088-5020-05 | N/A N/A N/A 7.35 7.32
Lantus .
Novablus unit/ML Pen
P (5 x 3ML)
LANTUS _100 Vial 0088-5021-01 | N/A N/A N/A 3.96 4.12
Novaplus uniyML
P (10ML)
100 unit- | Insulin | 0024-5761-05 | N/A N/A N/A 15.74 14.99
Soliqua 33 Pen
100/33 mcg/ML
(3ML)
300 Insulin | 0024-5869-03 | N/A 7.48 7.37 7.77 7.33
Toujeo unit/ML Pen
SoloSTAR (3x
1.5ML)
Toujeo 300 Insulin | 0024-5871-02 | N/A N/A N/A N/A 9.30
Max unit/ML Pen
SoloSTAR (3ML)
100 Vial 0024-5924-10 | N/A N/A N/A N/A 9.02
Admelog unit/ML

(10ML)
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Admelog 100 Insulin | 0024-5925-05 N/A N/A N/A N/A 15.182
SoloSTAR unit/ML Pen

(5 x 3ML)

In our March 8, 2019 submission to the Committee, in response to Request 2(a),
Sanofi provided information regarding changes to the formulations, delivery methods,
and dosing levels for its insulin products and how those changes have benefited patients.
Please note that the extensive efforts and financial investments that form the basis of
Sanofi’s research and development program are not accounted for in Sanofi’s calculation
of the gross and per-unit manufacturing costs.

Response to Request 4: Please provide all contracts, including but not limited to, supply
agreements, pricing agreements, rebate agreements, and other pricing concession
agreements involving insulin products that were agreed to with Part D plans, PBMs or
any other entities, such as specialty pharmacies, that represented or negotiated on behalf
of a Part D plan, and your company’s 10 largest commercial plans, as defined by the
number of covered lives, that involved insulin products. Please provide all contracts that
were in effect on or after January 1, 2014.

In response to Request 4, enclosed with this letter are copies of all contracts and
contract amendments involving insulin products with Part D plans, PBMs or any other
entities that negotiated on behalf of a Part D plan, and the company’s 10 largest
commercial plans, as defined by the number of covered lives, that were in effect at any
time on or after January 1, 2014. These documents are in production folder
“SANOFI_SFC _003” on the enclosed disk and are stamped with Bates numbers
SANOFI_SFC_00001911 to SANOFI_SFC_00008905 and SANOFI_SFC_00015002 to
SANOFI_SFC _0015481. Please note that, for purposes of this response, we have defined
“10 largest commercial plans” as commercial plans with nationwide scope, including
PBMs or other entities that represented or negotiated on behalf of a commercial plan with
nationwide scope. In other words, we have not included statewide insurance plans (e.g.,
Blue Cross Blue Shield of California) in determining Sanofi’s “10 largest” commercial
plans.
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Request 6: Please describe your Marketing and Advertising program for each of your
insulin product lines. For each fiscal year since January 1, 2014, please provide an
itemized accounting of costs, including but not limited to your costs attributable to your
sales force, market research, product samples, third party vendors, and medical
conference sponsorships. Separately, for the same timeframe, please provide an itemized
accounting of the cost of marketing activities targeting prescribers, and direct-to-
consumer advertising.

In our March 29, 2019 submission, we described Sanofi’s marketing and
advertising activities and provided financial data related to these activities in response to
the first part of Request 6. Below, please find additional financial information relating to
Sanofi’s direct-to-consumer advertising and physician advertising expenditures for its
insulin products. We note that, as with other information produced with this letter,
Sanofi considers the below information as constituting trade secrets, the disclosure of
which would be competition sensitive.

Approximate Direct-to-Consumer Advertising Expenses (US$ (M))

Product 2014 2015 2016 2017 2018
Lantus 44.44 5.59 2.99 7.68 0.07
Toujeo 2.93 119.11 132.04 90.85 50.89
Soliqua N/A 0.94 10.09 28.47 5.47
Apidra 1.07 131 0.75 0.67 0.27
Ademelog N/A N/A N/A 0.59 2.35

Approximate Direct-to-Physician Advertising Expenses (US$ (M))

Product 2014 2015 2016 2017 2018
Lantus 44.53 11.53 10.43 16.32 8.32
Toujeo 2.40 77.50 83.72 47.95 33.22
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Soliqua N/A 1.12 27.66 52.64 21.46
Apidra 6.16 4.12 4.13 244 0.85
Ademelog N/A N/A N/A 0.35 2.35

Request 7(c): Please provide all written and electronic communications records that
were sent, received, or otherwise provided to your company’s senior leadership related
to proposed pricing changes for insulin products since January 1, 2014. Please include
any marketing studies that were used in connection with pricing decisions.

Enclosed with this letter are communications sent, received, or otherwise
provided to Sanofi’s senior leadership related to proposed pricing changes for insulin
products since January 1, 2014. These documents are in production folder
“SANOFI_SFC _004” on the enclosed disk and are stamped with Bates numbers
SANOFI_SFC_00008906 to SANOFI_SFC_00015001 and SANOFI_SFC_00015482 to
SANOFI_SFC _00018515. For purposes of this request, we have defined “senior
leadership” to include the members of the Sanofi U.S. Pricing Committee (“USPC”) and
the Sanofi Pricing Review Board (“PRB”). The communications enclosed with this letter
include email communications among USPC members and among PRB members and
presentations, summary documents, recommendations, and white papers presented to
either the USPC or PRB, that are centrally maintained by Sanofi. As described in our
March 8, 2019 submission, the USPC and PRB are responsible for pricing
recommendations for Sanofi’s US product portfolio, including adjustments to the list
price. Please note that, as described in our prior submissions, these documents are from
Sanofi’s US files.
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We remain committed to continuing to work collaboratively with the Committee
on its inquiry. To the extent you have any questions about the information contained
above or in this production, please do not hesitate to contact me.

Sincerely,

Jeffrey L. Handwerker
Enclosure(s)
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hereby scknowledged, she Puartics agoee &5 fullows:

i DEFINITIONS. For the purpose of tis Agresment, the following wrms wil have the nmwaniag
forth below:

(e} “Asimdnisirative Fea(s)” shall mens x fer oy services provided by Peinge 0 8. These seevices
are more fadiv deseribed in Attachment C

with
Cafing

ihi Benefit Contrel/ Highly Musagad Formadary Rebaie™ shall sevan 2 Formalary desy
the Bighet lnvel of Formulary sontroln, Chemts eddeh bave this Forpalary sonrol melide oo
wihioh require on-bae meisaging thet conermsgates o the Partivipasing Provdenss, whers applicatde, tha
ros-Formaiaey Phgemacaionl Producss will st be redmbonsed {Closed Formalary o WO Loekd I
arder to guabiy for s Formdary confrol Oaaix in the sggregass must Bave 688 of twrr cladras
appiicable 10, 0 60% of thelr Bligible Membeos covered araler, one or e of the following: (A1 Closed
Formalaries iy which Eligihle Mmshwx pay one bandred (100%6 of the dng cost of non-formulary
Phiiﬁﬂilﬁ&ti!ii’iﬂ Prodocis, andfor (B) tree uer benefits where € the Eligible \’iem'ws copRymes

i3

sifferentials for Formulare versus von-Formadary Pharmacemioal Prodocts are »%15.00, or (i) the
Liigible Meombery' cuinarance differsaniais for Fonoulary versus nonFormulary Pharmoceaticdd

Products are > 0%

{0 “Chient” shall mean an entity that \i’s“”wrﬂ o 33'13 nisiers one o more Plans with which frime
s contracied o prov 3:1 h«n"u lary Mupngumen

et $13674 Teom TGS
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i} *‘ﬁag;;;igp Merolwe™ sl rocan each seodben aad sligibie dependeaty of such posben of 8
Plag {3} vl 3y envithed to reveiva proseription dneg benelits Tom the Pias sed 38 who pays 3 eopaymers

b1 & coimgance for the cost of 3 Pharmacentical Product and such Plan rebmibnrses | m;u Dt 'tw
Providers i acewrdance with the Plan’s prescription drug benefits. 1 shellwotmehde iy
siffreand, Buch andividusls ave-specitt st sttt rator thie Mﬂwmw.

Eligible Members shall not include md;»adwi» whes are covered by and eligible for benetits under u
Medicars Advantage presoription drug plan ("MA-PIIP™Y or a presoription drig plan CPDP™Y approved
by the Dower for Medicare sad M -..dz«.a;d RNervices {“‘(“ ME pursuaat i the Medivare Presceiption Drug, & )
broprovermas and Modersization Act of 2003 ("™, repulasions promolgated thereonder, s ameaded oe F00A7
supgierssroed, ard any other guidnane that CRUR may b (e Act, Bepulwtions aod UMSR guddanecs

cotiecrively referradd to heroteadier as "Part D

{e} “Farandary” shall vwan & lstlng © electronio o paper medium wideh bwledes various
Pharmaoneios! Products hat is provisdesd o made avatiabie 1o Paial ma'my Praviders, phyasiciaos or orer
health care providers for parposes of gaiding the prescribing and dispeasing of Phasmaveutical Produvts.
() “Formudary Mam;gemmt Beeviens™ shall mean sorvises provided by Prane o Ollents,
Formulary ’v{aa.a.amzmi Services shall inchade some ¢ all of the fedlowing: rostine communicaiions
Participating Providens or £ ;g;lz;e. Members 1o facilitaie awareness of Phasmaceution] Product avaiiabiliny
on Formuiany) general education and/or torsuliafion w Clents regarding the e of Formularies and
ffigitde Member aopaymentroinsarence siractres which encourage use of Formusdary Fharmueeisiond
Fraducts: chisical and financial consultative services; Rebate adavinistration: on-line clalms provessing
with poit-ofanie conirols; Pharpaceutics Produntiailizanioe evaluation; connudsatiog sadier
Imperematicn of Pharmaceioal Product stiibatie manaiement fouds sect as Prior Authorizanon, stog
therapy, ot guarady lawits,

{1} “CGuaranteed Rebate” shall nean s Quarierty Rebate paid to Prime an bebalf of a Plan for
wiilzation of 4o SA Froduct which has begn plaved on Poroulary, eqoed 1 the Baoed porseatage off of
WAC and deflned bt she §A Produat Astachroents.

ihi “Murket Share Rebate ¥ shuil mean @ Quurterly Rebawe paid ¢ Frime on belalf of & Plan for
each Quarier that the Flaa solueves 2 designated markes shure Bor the appiivable 543 Froducs, measured
i genurdanue with the NA Product Altackawigs.

{1} “Partivipating Provider” shall mean thogse retail pharmacies, Heensed and focsted in the United
States, that have a valid NCPDP or NP sumber, adjudicate claims on-iine in accordince with current
NCPDP sandards for on-ling adjudication, and ave under contract with Prime or & Plan to dispense
prescriptions for Eligible Members, Internet webshes of auch Heensed retil pharmacies shali be
vonaidarad ﬂﬁ.c;}mi}ia, however, Participating Providers shall not include any other Ingernet pharmanion,
Participating Providurs shal §n;:iu&e ionyg erm oore ouipationt pharmacies sodier mai order phannacie
whinh e ) whelly ovned by Prives and dispense ondy to Eligible Mombans or, (8)  aes wbolly conaid
by Prive have entored f0to an ‘s:ses.:‘wn% with Prane ar 3 et i provide shurmeseoticad services and
Pharmacenticel Pasdocts 1o Blipidle Membars wod sk pgreements inchade prov s whivh allow soly
Privee oo Chent {net e o] erdes pharmacy & s peon right) 1o oladm atilizaton of SA Prodec(s) e
Rebayes nader s Agravment. Any phaymasy ocated owside of the Ulnited States, an instiutdonad
pharmacy of @ govemamentowaed phargwey (both s desenbed i Adachmeng £ shali not be considered
a Parcipating Provider for purposes of this Agveement,

1’}‘» “Plarsaventicn] Prodect™ shall axean presoripion pharmsacentioal products, whisk arg
branded drugs o gonericdags

ki “Pharaaey and Therapeuties Condtine” or “PRT shadl ropan @ growp of phoesicians,
phurmueists sed siier healih care professiants who Rmaion as an advisory pare! i $*s~ 2o and the Phaas
regarding the safety, officany. ardgueness and nowt of presyipiion medivaions, aad the development aad
mamteranes o the Foomdaring

Cluntvgst £13674 Fomn - TEBHEW2
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i) P shadl miena a heoalth care plio, healtho rmintorones Degardzation, prafooed provider
organization, self- inswed employer aadfor union heaith plan, groap or individeal plas, oo sinilar fuaded
Bealth bepe fits program for which Privve bas vontracted, directie or indirectly B provide Formulary
Management Servives, whish inchudes the right to recerve From manufacterers & scounts or Rebates ot
Pharmacaatical Producs wtilization by Eligible Members, A Plan shall alee bave g defined patient
popaisiios and will sod buy Marmaceutical Products for trade or resude.

Piag stali not inciude (3 & Pact 13 plon, mchuding an MAGPD plan, a PACE Plas ar 8 cost gla
offering qualificd prescription drog coverage as it is defined st 42 CFR § 423.4; {3#) programs or entities
which mudntain ro eligihiily criteria; (i0) progray or entitivs for which Prime ;e'fwgdts only clains
processing servives, (v sny cash card program.

1

{13 “Flan Formalary™ shall meas any Formulary winch is developed oy o Pan

ini SPrice™ shall nmean the wholesale acquisition cost ("WACT} of & Produst s estabiished by SA
aned ey be changed by SA at any time. For the parpose of calesiating Rebates and Administrative Foes,
the WAL in effect un the forny-£ifth (353™) day will be used. SA scknowledges that Prime acoesses Price
sdarmation from MedbSean, Firg DgaBank or such other seuree of Pharmatentivsd Prodact Prive
sdormation, Inthe ovent of a discrepancy between the WAL s esiabiished by SA and die WAL
published by Modi-Span Pios DaiaBardk or sunhioother sourse of Phaemaceutiond Produny Prge
dormating, the WAC establahed by 54 shall be used fior pueposes of this Agreement.

i) “Prime Nation] Formulary” shall rocan a Forpwiary, which s developed by the Prisme

1 hermpeutics Notlonsd Pharmsey and Therapentios Commities Catiang I P&T" and © the oote
Formulary from wineh Plasy with 2 Forpmlary provess may but shafl aot be reguited o hase thelr Plan
Formularios.

10} *Priny Antboristion” shall mesn with repard © 3 Phaonacewesl Product, that *s.:z;h
Pharmaceutical Product is avaiiable o an Eligible Member and & Plan reimburses presseiptions for such
Pharmacestical Prodect only wien approprigic pre-existiog seitenia applicable for the preseritioy of such
Pharmacentical Produci iave been satisfied.

{13} “fluarier” oware 35 entire enlendar Cuarser doring e was of this Agrsenusd.
{13 “Rebate™ shal mean g retrospective relmbussement of monetany amousts (6 Prumg on belalf of

3 Plan by SA for SA Prodocy(s) dssm.mc to an Eligible Member, for which the conditions required
recgive 4 Rebate are satishied. Rebates do 5ot inefude Administrative Fees,

{33 #4A Praducss” dili mean those Pharmsoeutioal Froducts Huted o Atislusest A, sotitfed the
“Hebated Froduct Listhvg”, and described in the Prodect Attaslasents, attached hureto and made g part of
thiz Agrevment,

{13 “fherapentic Clase” shall meas Prarmmscoutical Prodocts, which are therapeutically eqoivadent
and included i the sasme oless of SA Products ws defined by SA. The Pharmaceatival Products, which
are nvieded in g Therapeatic Class pader this Agreement, zre listed in the applicable Produnt
Attuciunenis, 84 agreesto notty Prime Iy writing prior o the end of s Quarter in wiach u change 103
Therapeutic Tlass is applicable for the following Quarter. The update will then beose offective the first
ey of the following Chter, WSA dows not posiiy Privee in wrliing of sch cininge 1o die Therapauiic
{laas, dwe Therapeatic Clasy shall remais unchanged., Univss mutually agread tpos by both Farties, ine
extensions of & 5A Pradict such g new dosuge forms or roures of administration, ar new strengrhs,

which are gvalisble for prescribing wod dispensing, shallt be considered & siagle prosiuet for the purpose of
determining a Plan’s Market Share within g Therapestic Class,

{ud “iait™ shall mean, with rospect to apy SA Product, the smallest unit of metsure as set forth in
the appinubie SA Produst Atachments.

Contrags #13624 ' fetm VAL
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{33 ~{isited Reates”™ weans the Usited Mates of Amserica, ncluding sl B8y (303 states and the
DHayrier of Columbia

2 INVOICING AND PAYMENT OF REBATES AND ADMINISTRATIVE FEES.

R

(#} Rehote Amoons
Anscheenis Tor such 84 Froduct, providad the erms of the Agrocmand wnd SA Prodant Atachraenis are
met,

g AmDEN hA 2grees 16 pay 10 Prime the arooans of Rebates av st feth one SA Produst

O i idenoritad
heroi, - .\h‘ai% pm wde o ‘> X W ;fhm .«,r*'«»t e 4«1\3 ¢zs}-mhv d&w a?’*w *&w f‘mi i\f ganh (rawicn
Rebate wvoice, witich will Inchde Usage Date, os defined to sebsection 2.4 below) for 34 Produnty
dispensed to Elipible Members by Partici pating Providurs during that Quarter and, if applicable. ducing
the Just prior Quarter (“Rebate fnvoice™), mh'c"‘ o any regadatory regsirements which require both
Parties to vvoive or pay Rebates within g shorter tme trame. For any Quarter and aublect lo the
provisions in Sections 2z and 4(b). I it is necessary for [ 0 submit edditional Usage Data not
paoloded in the Inithl subsiniog, i pay do wong e onlv provided asch additionad Usuage Data i
sobamtied witin ninety (¥ {i:z'y.s of the onigiasl date of eobrnission, and elsdes all roguirad data for g8
Pharmacnaical Producss i the Therapestic Class, Notw tiwﬁ;.ﬁ‘ng the foreguing, should Prime need 10
sabrat Usuge Date By o period earbier than ninety {98) tiB.}a prier 1o the sriging date of submission for ¢
Couarter, Frime shall oty A of such sessd, 84 s:%mi se its best effiats o work with Pame 1o review
and pay Rebuteys and Adavristrative Fees oo such Usage Data which otherwise satisfios the reguirements
for paymeo of Rebates and Administeative Feos,

{b

‘i? FEBASEED

Any applivable Admicistrative Foe favoice (the “Administrative FPeg Inveice”™) will be separately
isnsoticd & or near the e the Rebate hvoice Iy immansmitied 16 SA. Behate Inveice and
Adminisirative Fov Iavoites are hereinaiier collectively referred to as the “invoites”. Both ‘*”ar'zee agree
s suppoet NOPDF Biltoy and paveent standseds. - witl saake every effost to sbmit Inveice
slectronionily, asing the apgzmvad format ay desoribed in Artachisent F. Ne chasges shalf be ma:it‘:- i the
fields, fmaste or i of dis tranendssion, unless mntually agreed by the Pertiss,

Usage Date shall be sent 1o

sanofi-aventis U8,

Attn: Contract Administration
335 Coarporate Drive S3R-205A
Bridpewies, N} U887

i i Market Shere, I Bebaies ure caloudated on the basic of eationed marbe share, such
market share iaformation shadl be based oo MY NPA Phis Redad] Method of Paymend Total Presenptions
dutz {"NMS7L SA shall mrovide -».w: M4 dute 1o Prime by elestronic madbu within thicy (G303 davs

aBier the snd of each Cuarter, 108A ls unable o provide NMS data o Prime by sach time, [ B
calcuiaie and subnnt Invoises for the carent Oherter vsing NMS daia fram the jost prior {uariern.
Nopethadess, 54 shall calcaiate and pay Invoives based on the current (harier™s NMS data.

(<) fisnee [, The dboution sof forth i Atachewd Fwill be incheled By alf Visage Data
reporss with respent 16 cach paid claim for 58 Proedect{s) dizpensed and sball Ielode @ swmwnary and
deaniled st of widvation data by Uniis and presoripticos. For eueket share and sos-mrkes share
basesd Hebaes the Usage Dara reports shall alse inchade summary Jeved dota of 8l aher Fhaosacowion
Prefucts i thy 3§*§>:§{iii§§§ﬁ Therapentic Class af the NOC leved (s Jesorived o the Froduet Attachoens,
o aw individued Clisnd basds in order W enable §A o validate complinnce with the Agreersent, and the
eligibility for and caleufation of Rebates., o Plen fails 1o satisfy the eriteria for payment of Rebates for
any Quarter, Pringe will not he obhiizated 1o provide Company with any Urage Dats reports applivadle (o
such Querter for such Plan,

Yot 414674 ' Term - DA
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Mosathadnnding the foregoing. Privoc ageees 1 use bost bt fo pravide ad hoe summary data for Plans
wki a3 0 et the Rehate obgitibity repurenents i Corepuree sakes & vt for such sunenary das
st more than twice anmually, These semmary seports shall inchale sommary fovel stilizans dats by
Uniss andd praseriptions of SA Products and all vther Pharmacestizad Products in the applicable
Therapeutie Cluss {as desoribed I the Product Astachments}, on an individuad Chent basis

Lissge Dt shuif ot inchade any utillztion for which (33 & Chient hus loss than fifiv.one percen
{819 of the wial financial sisk of 2l Mharmacowtionl Prodests covered by the Ofent, or {1} b cthenwise
pxoiiied n s;«....-:}réam.e with Attachment £,

For the purpose of Rebate eligh btssw,-\m!? e (o the best of i3 knowledge) schimit Slatins
an behall of 3 Client for SA Produces which have been repaskaged, bnported or redmported o the
United States by any person or entity other than SA,

Subject to the fellowing sentence and consistent with Attachment £, Excladed Clabms {riterin,
fisaf determination of the aceeptability of all Usage Data shail be at 5A s diseration, Wotwithaaading the
joregoing, any cials excluded under the terms of this Agreensent may be substantiated b}'- for
Fobate eligibiiiny 1o the satisfzction of both Parties,

{2} Pavments From 8A. SA shall pay each Inveice on ¢ Quarteriy bagia, 8A shaiiuse
cororacecisliy rassonable efforis o make such pavient within forty-five (483 Calendar days of 8475
soveipt of sunh evoioes and Lisage Data for & Quanter. In any eve SA shall pay each Rebate and
Admindstratve Fee invaioe within ao more thas sixty (607 cadeadar days of BA s renedin of sack Bebge
angd Administrative Fee invoices and Lisege Date for 3 {nsarter (ihe “irave Perind”] Nonsithstanding te
forsgoing, and during the Tors of the Agreement, shotld A pay mure then thyee (3 Bebate and
Adraimisirative Fee lnveices fater than foriv-five (45 ) calonday davs following reusipt of wuch lovaives
and the Usage Do, [ eod $2 shalf revegotiare e payment terms of this Agreement.

SA et rarsydt He pavivent o Prives other oloctrovdeally o by cheek, the spesific means o he
agreed vpon by the Partes. 84 agrees tha the tire period by which & i 10 pay any bavaiess Sor sy
Ceaster will not be defaved by (1) changes made 1o the Usage Data by SA, onloss such chianges roselt
fmm SEPOTS I OF (TS G‘"L"»ii{s, Thain by Prime; (83 doloys by 84 In yaspoading 1o the Usage Datar o

{1 @ resabhmission of Wil or any part of e Usage Data by Prime o the reguest of $A due t, big at
hmswd i, DA s errora, G‘Ir;!aizg_th“a. o ginissions, unjess the resuhmission resuls from errors in of
asiseine of Usage Data by [ ¥ 54 requeas I o cesubsnis s tnvoice due w s eseors 1o
ar omdssions of Dsage Da, the time period by whick 5A is 1o pay Rebates nod Administrative Fees pay
be dedayad by the amonnt of Goe i akes Frivwe © corredt and resubmit sush @ Inveice.

it is understooad that Rebate and Adniniatrative Fee pivmrents will be made only for Lini of
sach $4 Produst d:spensed by Purticipating Providers 1o Bligible Members i sccordance with the terms
of this Agreerant, inthe event Prime materisdly breaches the ferms of this Agreoment. 8A shali not by
respoieed B make payment of Rebaes and Admnmmtive Foos watl respect 1o any Pian or Chent which
mitioes the Prive Natienal Formalary for the Quarinr{s) in which the byeach ocenrs. SA shall nud be
a's*.-:;zs';:-'ﬁi i ke poyment of Rebaes arsd Adrswoismative Fey eath rospect 0 3 Bl for oy Ouariee i
which it fails 10 savisly the reguiremeras for Rebaie eligibility. Notwithaanding any other provisives of
thids Agrmement, 8A aed Prime scknowledge and agree thal, B rospot o Bebales prable by A 1o
Privee on behadl of e Plans pursuant © the terms of v Agreayent, poy sinrie SA Product covered by
shis Agrenent shadl not be dependest spon e Foroaiary st ooy Minse with Rebate condit BIBs,
dispoust or Rebate paviment of any other $A Pradoct

RA shall not be reguired 1o provide any duplicwe discounts or dupiicate Rebate payments 1
Prise nadioe ¢ Chent undey saoter agroement ¥ {1} Prime andioc g TCliv bas previously cotered ot 4
Rebate or prethasing agroenent vith SA ped such agresnest sl @ effcet doniay e oo of this
Agreemernt, of (i) if Prime is 2 member on another Rebate or puschasing agreerent with SA under nh ch
dugsticate Cialyw are submitted. SA shafl noufy Prime prior 1 the Effective Date of this Agreement
amy Hebate or purchasing agreements which it hag e'*mei inte with 3 Client which are sall effy ctnt,. ln
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the event daplicate er conilicting agroaments exis betwenn the Parties, the Parties will work together 1o
determine which apresyent will be honored

Notwithsandiog 5A s right © defing 2 Therapentic Class as sot fonth o 11 i such change
ey affeots e toans of & Produes Sehadule, the Partias may ronegotian vhe wems of such Predeay
Seheduds W the muetesd satidaction of botk Pasties,

(£ {hairas Bxclugion Urlicria. in addition to the general Bebaie oligthility reguirements under the
Agrnemen, the eriteda e determining specific olaims exclusions are set forth in Attachment £,

4] Prispuied bovoices, o the ovent SA dispuies any portion of the Invoiees, 8A shalf pay the
wndispuaind poriien of gach Bovows widn the payment poricad ansd incinde a complade sistoment
indicating SA"s calcuiation of Rebates sad Addosinistrative Fees and the basia B aoy disputed amounia,
Esgates by 34 rapariding the dats elemargs of the Javoines shadl be Umited W the dins sleswras wideh
are defined vuder Attactenents E and £ atached hereto and made s part of thig Agreement. The Pacties
witl use their best eftonts o nformatly sesolve any dispates, including disputes regarding fovoiess, Hibe
Parties are unshie to reach o mutaally accepiable informal resolution, the claiming Party may utilize the
dizpute rasedurion procedures a2t forth i Seotion 8(m) of this Agreement,

{ix} Overnovinents and Linderpasnents. In fhe ovent that sither Party claims that BA has overpaid or
underpaid Rebates sodior Admbastrative Pess, o3 @ resudt of an gudit or ofherwise, the Pary claming
have everpaid of been underpaid shali notify the other Party in wrising of the amows of such claint and
the spesifie grounds or whinh thar cladm i based. The responding Pacty shad! ther have thinty (30}
catendar days 1o submdt g weiiten response 1 e claiming Party, The Partios agree 10 wie their bast
efforss to informadly resolve any such claime, W the Panties are enabde fo resch 2 matoally acoeptabie
informad cosalotion, e clalroing Party pay wiiier the dsmae resohaan procudens sa b i Recuion
8o} of this Agrewment. Any sladm for everpayment oo underpayment of Robates or Adminturative Fees
rstst be wsserted a3 writtey dovument, along with supporting docementation, and received by the Panty
aeainst whom the claim s made no fater than hvelve {12} months from the date of the respective nveice,
{Inless written notice 15 masde by the Clriming Party within bwelve (12 months fom the date of an
fnvolne, the Parties oxpressly waive the right to contest or chullenge that invoice.

(i Sale of Produsis and Change to Muketng Armangements. SA stall notify [ vt
within thirty {303 duvs of any sele of w B4 Produet or chenge to 3 narketing arangemest which inputs
paymens of Rebajes ansd Admisdstrative Foes by A under this Agreement. o the ovend such a sale or
chnze cocurs, SA shall pay Hebutes and Administrative Fees on any such SA Product through the end of
the Quariey i which auch sale or change oonties, upless anctber pity agrees t folly sssume that
abbigation. and Frivae bag ooneented 1 such assignment in acenrdance with Scotion $4d) herein,

Ut
comduets a feid correction on s ow inftiathve, by FDA reguess or by FDIA order, $4 shall reimburse
Frivae any reasonable cosis and expenses 1t or the Plans incuy 18 responding to the recall or field
correction: provided, bowever, that Prime, oo behalf of Bseif und the Plans {1} provides SA with
supportiog documentation SA reaserably regeests and (1 obtadns SATS prive watten conseat. whish shadi
set be snressorably withheid 1o relmburae - andior the Plans for such ressonable oosis and
expeases. Sush coate srad oxpenses may inchale, b are ot Hrmted B {33 ooats and expovees ncnorad
by #rime 1o comraunivae with Plans andior Eligihle Munburs about the recall oy correstion, and (3 oy
ard expereas ourred by 8 Plas to redmbuese Hligible Memberg for g Produet which wis dispensed 1o
Eligible Members, but winch was aot Compigiely usable due o tha recall or Tield corrention,

5
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3. DRLIGATIONS OF PRIME,

{a} Client List A Ha wdentiiving the Client jo be eovered by this Agreement e setforth in
Antachmmens I SA wohoowlodges that it reseivesd and approved such Bt pror o exectsion of this
Agreement. Therewdler Prime will porfy SA of updates to Attachment 12, Prisoe ehud! be entitled o add
CHents at aay thae opo at least thivty (G0} daye prine writles cotice of such addition, ueless otherwise
raguaiiy agread by the Barties. Prive <hiall be svaitled 1o delee Oente ot soy e, provided, however,
shat [ st vse commerciadly rensonabie efforts 1o provide SA with promgt sotice of sush deletive,
undess Gtherwise sty agreed By e Parties.

&3 Copyof Formulany. - vl matnsain and provide, or malic svailabie, 2 foll copy of the
Matwead Formulary and Plan Formmdarivs 1o 88 iy sithey an decwonio oy ;w ey format. Asx ofthe
Effective Dt of diis Agreement, SA acknowledges that it has recedved such Formadary coples. Prime
alas shadl provide o make available updaies mgarding Formulany cha;‘-au inciuding thoee nade 1o any
of the SA Produstis} or to other Pharmacsutiont Products i the da){ﬁ;udb Therapeptic Ulass{es). ax
deseeibod i the SA Produst Aftachrecats. Inaddition, Prime agreas to nuniy SA sinty (69} days in
advanee of intaing a vevipw of the Therapeutic Classies) which contwies SA Broducts) H e
aforemergmnnd nforswating for Prime 1s availeble excluzively ore-dine arad o by written foos, fhan
Prise witl movids the appropisie websits addrass and aovess 16 smid Formelary wnd epdates. [ b+
also provide or mubie Formalary updates avaiiabic to Paticipating Providers.

g Dusiosion of B8 Produos in Foomaaes, SA Predens wmehudud on Foroedary have been
recommended for inotusion by s eodior a Plans tharmaey and Thta apeutivs Committee (or the
eguivaient thorenf) in secordance with thelr respective processes,

To be ehgible for Rebates with respect W @ Formulary, the Paroes agres that a SA Broduet must
he on susch Formusdary. I addition. SA Products must be on such Forpudary, a3 applicable, for the entire
Quarter, witich shall nclude publication of the wpplicable 54 Produacts in sl wrilien andd/or elecironic
sopies of such Formulary prv'zced or made available by Prime andior a Plan 1o olf Pasticipating
Praviders, Further, 1o be cligible for Rebates for an 8A Product, Prime andior & Plas ¢hall pet inchsde
more than i’ aswmber sf Pharmeacsutiosl Products oa Formulary as deseribed inoan RA Produs
Anschoent, 5A Prodeots shidl be avaliebie o Biighle Mombars und be mi}nﬁ‘fﬁiﬁ» ;demdy athe
et c:-:}-p;»;\; sppvabie oz Then gs.diiﬁ s for branded Pharmmeautica! Prodadds, ard in the lowes
raad tiwy rppluable e Thempewie Ciss for a reliiplesior Forowmiary srncnes,

Peime furthor represents that the offer 0 Rebates undzr this Agreerend has not affected. and will
ot affent, cBacal decsings made by e applivable P87 Conumittess cormvadng the salay or efficacy of
any Phasuacenical Produc or the olided Buegrity of the Fonmudary processes,

Subient o the provisions of Section 2 and Scotinn 3e) o e event Prite o a Plap doos oo Be,
or rereyes o disadvantages ang or moee of SA Products with respect 1 the applinable Formulary dwivg
any given Qoarter, SA stnil sor be obligated o pay Rebates or Adodsistraive Foeg for neh A
Productis) with reipedd fo s i i‘icn for that Chearter, Notwithstanding the foregoing, nothing shall fimig
BA's pbifgnd s with respest 10 other Plans where such 8A Product o any other 84 Product was nos
remaoved from Formutary, 3 the Formadary position or status of SA i‘r(‘m.s.‘{s; changes & any tme,

agrees to notify SA of such change in & timely fashion.  Han 8A Produsi(s) is semoved frons
Formulary, the provisions of this Agreement, insofar us they pertain to such removed 8A Froduci(s) and
such Forstdary, will tenningte as of' the N‘Mt ve date of mich action,

iy fasshoasiaeing Astivites, To b eliptde for Rebates, SA Prodesty shal! pot be dradvantagad

i ceovparizon o other baaded Fharmaceutical Prodocts in the appdivable Therspeuiio Class and ne sweh
correspongding brand Pharmacentiond Products shall have 2 more favorabie Formulary position than St of
dhe BA Frodugiy

{Unless imposed for medical reasuns and applind consisterady 1 all brand Phasaacentics)
Products i the applicable Therapeutic Tlass. or mulually agreed to by e Parties, Prune shall not enguge

Uoptenit #13674 Torm | WEIOAEE 3
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iy aotivity which may disoourage S otilization of SA Produety. This includes, bt iz ot Hslted 1
§3s M hintking, (i Prior Authorization regudraments, () guantdty s, sndess such Hodts are
ivposed By the preseribing physician for medical reasons or we comntent with the A Pradaat’s package
insort sxd, i necessary, &8 more Ay destribed in the Produtt ARachment; fiv coumer-detailing or
cougter-prnaeting, (v switching or Hherapeutiv substitustion and (vi} g fugher copayment of ComimEae
thae any branded Pherpwcentical Prasduct o a Product’s applivshie Thaupentic Ulass snd (vil) step edits,
This activity B shall not be deemed 1o e exbasstive. Prime flther agraes that 3will oot proawote say
mramded Fharmeceationd Prodast in ways tha disparage oo duadvantage aay of te SA& Produnts in the
Agravment,

i ot provide any commusivations o Plans, Participating Providers, or others whickh
encourage o regulne the e of 4 corpperisive branded Pharmatentical Product in flest of an 84 Froductis)
i thie applicable Therapowic Class(esd.

e} fxoeptions from Disadvastaging. Notwithstandioy the forepoing, $A sprees that the Htfowing
shall not be oonsidered disadvantageons o S8 Products: (1) vost seasitive Bsts or relative dollar signs,
witich are hased on ndestry standards and sctual vost of therapy i vost differeatiation between
thergpentic agents; (3} plasement of Protucts on some but sot @l of 8 Pla’s Fornasacien: (B8 programs
such e mandatory genenic prograns applicalile o Phaspmceutica! Produgts which are therapeaticadly
equivalent to $A&%s Producis {ivy unless otherwise specified in this Agreemens, beneflt designs which
prefor generis Pharsacentical Prodiets, including, but not limnited e, co-payments oy generios which we
foswes thas copaymends applicable 1o 8473 Products o plasement of generiv Fharmeceurical Products on
a preferred Formadary tier, Neowithstanding the fiegoing, bonedit designs which prefor geseric
fharnacsutiond Products by requiring thay 2 84 Product e Prior Authorized before 1w dispensed. shali
be considered disadvantapenns uniess siberwise mutsadly sgreed by the Panties.

{f Disclossrss Reguinad By Lase, Prime reprosonts that 1o the oxtent regquirad Ty hawe {inchading
any requirermenis under the Bplover Retirewsst Tnoone Seourity At of 1974, a5 arsendud), 1 shall
dizofose the exisencs of any other aspest of (s Agresment 10 any gy with whom 63 eontoaens oy
Fosmmstary Mansgement Bervices.

iz Disclosgrs 1 Cliepts, 8A acknowledgny and sgracs thnt the Rebaivs padd pursuant o this
Agrevraant bave beon pegotiated by Prime for the bemefit of the {Heats with which & bas ¢ business
arrangerion. Bebwies shall e paid (o Privee for distribeting and allbeativs o Prive’s Plans or Olienis
garsaant o e contaacim! agreement between Prime and such Cloras.

i Authutization and Bisclosure of Adminiaratye Fegs, For all Adminiseative Fees paid
herenade: represents and warrans that such Adminisirative Fees have boen authorized in advance

by the CBents sad that with respect 1o such araannis, Privae repeeseras and saoraras that it shall meer o}
dizniosare abBgetivns s forth 9 42 CF R 102G

{i} Safe Harber. The Farties each agres that, in puriorawnce of thiv Agreement. sach Party witl, to
fhee eitent appticatde, fdly comply with the peendsions of the Seeied Seaeiry Act, 1288 (42 U.S.0

41 220a- Th{h ), which, Inter iz prohibit the knvwing or wilifid cobuiintion or repeiptof any
cemuneration, divcotdy or indivecty, in return fur purchasing or repommending or arranging purchasing of
auy goods, servives, or ems for wdiich payment nay be made i whale Or i past under a fodured or ate
heuithoare prograns. The Parties acknowiedge and agree that the Hebutes paid pursiant to this Agreement
are intesded w0 constitute disCounis {as such torm s gsed gt A2 VLS00 S0 T A zad i
reguintions a1 42 O PR, $1001.952¢h) sthe “Discount Bafe Hurbor™y The farties further ackaowdedge
and sgrey et the Adminsstrative Povs pasd purseand @0 88 Agreenwrd wre ended © ponstinte
pavmeals covered under (e regalativns @8 42 O PR FT601952{0 ithe “OPO Safe Harbo™n I e oven
thal the Depariroent of Heaith and Humesa Scevices Offise of the Inspecter General subsoquently clrifies
oy presenipaies sath barbor reguiations under which the Rebates and Administeadive Fees hereungder may
b eligible for addivonal safe harbor protectiends), the Parties shadl mees 1o consider whether
mwedifications of this Agreoroent are apprapriac.

TP
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i Reporting, Rebates provided in aocordunce with tins Agreemnt are considered discounts and/or
price concessions off the parchase price of Products and will be treated 2s “dirset or indirect
remuaention” (“DHR™S aq such term is deseribed in 42 CFR. §423.308. To the extent Administrative
Fees provided in accordance with this Agreement do not constitute bona fide service fees as defined in 42
CF R ES414.R02 onud 447,502, such foes will he considered discounts and/or price concessions off the
purchase price of Products, and will, to that exieat. be treated as PR - represents that it is aware of
its abfigations to report such Rehates, when applicable, to the appropriate federal and/or state agencies
and authorities and will meet any and all requiserments for reporing of the Rebates provided hereunder in
accordance with federal and state faws and regulations,

{k) independent Discretion. Nothing in this Agreement shall lirit the ability of individual treating
physicians, among ofiter activities, 1o preseribe any Flanmaceuticad Product, or Peime ar Plans to raske
available new Pharmaceutical Products. as deemed appropriate i the reasonabie professional discretion
of any applicable PET Commitee.

H CGeneric/Over the Counter (FOTCTY Availabiliny, The date of commercial avatiability of &
generic or OTC equivalent for a particular dosage forn: of a SA Product shall terninate all Rebaie
obligations for that dosage form of thut SA Prodact effective as of the date of such commercial

availability,

{m) Over-the.

Attachinent becomes available for sale as an OFC product, SA shadi rerove such Pharmaceutical Product
froms the applicable Therapeatic Class. I the event of such an oceurrence, SA and Prime agree to
discess, subject to the provisions of Seetion 8(n), the Rebate terms applicable 1o such SA Produet affected
by the emergence of the OTC Pharmaceatical Product.

{r) Provider Education. [ shati not preclude SA from providing physicians appropriase
infermation and education regarding SA Producis. Any Informaiion about SA Producs shall be fur and
balanced.

4. RECORDS AUDIT AND CONFIDENTIALITY.

such longer period as may be required by faw, each of the Parties shall maiotaia records related w0 it
obligations and responaibifitios under this Agreement, SA may have access to the records of Prime
refating 1o Prime’s performunce of this Agreement during normal business hours end apon reasonable
nosioe, st the execution of appropriae confidentiality agreements. Any inspection or aadit shatl be
subject 1o any Eligible Member confidentiality limitations, it being expressiy understwod thet [ witt
oot be regquired o disclose any iaformation conteacy to applicable faw or is violation of patieny
confidentiahity.

{a) Records, Dering the term of this Agreement and fbr a period of three 3} vears thereatter, or

{is Audit, SA shali have the right, upon reasonabie notice, during normal working hours, and
subject to applicabie faws on patient confidentiality and to the records and confidentiafity provisions
cortained herein, to eonduct Bseif or through a third pany. 4 ressonable audit of the records of Prime
necessary 1o estabiish that payment amounts have only been paid with respect o SA Products dispensed
1o Bligibie Merbers io accordance with the terms of this Agreement. I the event SA tses a third party
auditor, [ srall have the right to approve or disapprove such independent auditor. Such approvai by
Prime shail not be unreasonably withheld, SA’s right to avdit will be Hwited o the previous foar (4}
Quarters for which Rebuates were paid determined frorn the date written notice of an audit is given by SA,
unioss the audil finds, in pood faith, that Prime is nmmaterial violation of this Agreement, in which case
SA shatl have the right, 2t no additivaal cost, 0 eequest ap to an additiona two {2} previous Quarters’
data, measured from the last Quarter for which Rebates were paid.,

in the event [ witizes & thicd party claims processor, Prime shall identify seid third party
and obtain on behalf of 5A the right to sadit such third party™s refevam books, records and dain as is
reasonably necessary io verify information reported by as part of its obligatinos grder this
Conwact #13674 Term |V YOHAHE e
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Agreement. Primee sepresents and warrants that & reviews Partivipating Providers oompliatce by way of
is stndard desk top audit processes. As part of any aadit by SA or « thied party anditor, 34 or the third
ety anditine sray reguist 3 verbal o writien amynary from Primt of the desh (op adif provesses.

frime shal! huve the vight 10 specifv comadn confidentiad, toade soced o propeintary dormation
thae should not be disclosed 10 SA, inchuding any idividualiy identifiable heatth snfarmuion, @ nuh
teras 3s defined in 45 OFR 160103, Prime may reguire 84 or iis independent auditors woevensie 3
cenfidentinlity and soadisclosure agreemens satisiaciory to Frime prior to the inception of any audis. S8
shaedt pay sl remsonstde sosis incurred by Prives s corapiving with @ asdit o7 fnspedtion request
meindion, bt ot Hioted 1o, the oo o duplicating ey records witeh #oregeeas foes Priree.

SA sgress that audits of Prine shall occur 5o ptore than siwee amually. SA agrees that onee an
andit applicabic so w specific time period under this Agreement is completed, records applicabie 1o such
e poriod shall ag lonper be subject to any Bdure audite

) - 3l

agres that in the performance of this Agraement, each Party may have ascess to privite or confidential
widrmation of the othey, inchading, bet not Hordted 1o, confidenital privisg, swkeliog or Phamaccutivd
Froduct information, rade seerels, propistary hformation, roadketing ard business plang, Prise’s fiss,
finaneind information, peracnnel nformanon, techydedd ndrmation, processes, formdas, procederes,
Formulary and assocfated nformation, pharmacy Hus, dnfoouation on and redatiag & involoes sl reporni
provided to 5A by Pritoe, uperations, this Agreement and its terms, conditions and contents and any other
miormatine o dasslesignased as confidential or proprivtary by the disciveing Paty (soflectively,
“Condidentint nformagion™). Bach Pary agrees that (1) ol Doofidentiad Information shadl remain the sole
andd eochusive property of tee owrer sad disnlosing Paety, aved () thet 3t shall mainindy and casse e

sup ey a0 BEUnG 1 maietain the conibluntiality arad sesccoy o the Unafideniial lofosaion, and
(i} that 3 will

srdipations yoder s Agreement 3T EA sses n thivd party 10 revicas o vabidate clairas data and veales,

e the Confldemial Infomustion solele booonseaiion with porforming s duties amd
P I

SA agreey itowil notfy i wrsting and such thind paty will sige a condidentiainy sl nondéaniosurs
sgrevment with S4, satsfactony o Frime, prior w disclosing the data,

Notwithutaeding the forepoiog, sunh Condidontid Tafhonmtion dull aol inclwde nfirmation han
{13 the other Party can establish 1 bave been ju {3 possesson prior 10 reoeiving the Inforuation, {383 s
dow or fter becomes geperal by publicly available throngh no fael o the Party receiviayg the informustion,
{113 #s received front a iidrd party which hud the right o disciose the information, or {iv) s approved by
she other Party for disclosure. 1n addition, the Parties expressiy acknowledge and agres that they may
disclose their refationship and the SA Products sovered by this Agreemeet for marketing purposes e a5
required by jnw. SA also acknowledges thax- may disciose tarms of this Agreement to s Clienis
anddior Plang

fuamediately upon the expiration or othes wrsination of this Agrosment, sach Party upon weitten

s

reguiest shall return o the other Party any and sl cople of the sther Party™s Confidential inftemation,
provided that one copy may be Kept Ror archival purposes. The Purties shall comply with any applicable
laves related o Eligitle Momber confidentiality, notuding these set forth i the Health Insurance
Poriabiliey and Acvountatulity Act of 1908 and i inplomenting regulations HIPAA™: The obligatines
of confidentialioy In this Agrecment shall sasvive any tormingtion or expration of this Agresment forg
periesd of five {3) years thereafier, or such longer periad as regaired by faw.

s Party f3 compelied by law. reguintion, SObpeena OF governmand agenoy 1o disclose
Contideniial or propriviary Information, the Parey so conpedied will gse reasonabie ¢ffors to provide
writien nutics 16 the other Parly before sraking such discivaure and will narroowly orall such disclosare

sommply with the applicebie law, regulndion, subpoena or zovermment ageny reguest.
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a1 Farso, This Axscoment shall commence fuly 1, 2010 CEfeative Date™ and shall contimse in
effent until 3mac. 30,2013,

{&y

1. Faher Porty say ieeminaic this Agreement wvithoot saese by grovidiag dhe other Pany
sixty (80} days advance written nitice.

i, Fither Party roay tersiaate this Spreorsent ja the event of a materdal breach of the
errs of this Agraement by the other Bacty, Sueh weemination shall be offentive tiny (34 days
after the nomvbreaching Party gives weitten native {0 the other Party specifying tht—: nature of the
breach, unjeas the other Party cures the breuch hefore tie end of the a(}v«iav perivd

i, Eather Party may ermingie this Agraement apor thiny (303 davs advance writies aotice
i the event the other Party: {A) ceases to be sotively engaged in business or becomes nsoivent,
is dissolved or Houidated: (B) files or has filed againgt ita petition i bankruptey end such

setition s ner dlardseed within thisty (30} dayvs of the fillng ov {0) makes & general assignmaont
For the beoeft of s oreditors,

i»‘. in the event of the enactment, provudgation, reselssion, modification or mterpretation
by a cowt or legisdative or regulatory basdy with urisdiction over the masier of sny iow ar
ra,,e_-;a..s’w* after the Bffecinve Date of 1his %s,mems:a.i whivh woshi roaterislly adversely atlect
the maamer i whinh either Pavty i obligated to porform weder 3ds Agrenment, Prime sl 34
il easd Hove the righs t make @owritiee request of the alips 1 ovger vt pocd faith

"2'-"5(.-, ”i!\sﬁs with (hé {3*5'33."1’ BeRale et ‘-"12‘3&. 1> 3 ’?’“i" FE 1 i’i’ilﬂﬁl’i.ib i 1RSI yaaintain te ii‘lﬁi‘{ﬁ. 0{
this Agresment without the effect of such epavimen, pronmsigetion, renission, wmodifioation o
iterpretation. If the Parties denot agrae within Bty Five (333 dove ol a Party’s writion sequest
for nepotistions, either Farmy may terminge g Agrecmen with respect 10 the aifecied Frodunt
ppon writlen nolice Yo the othey Pacgy within five {33 days of the end of sueh 48-day period.
Notwitfistaoding the foregoing, showid sny enactment, promulgation, restission. medificarion or
rerpraanion "w & cuart of legisiative or repulasery basdy with jarisdiction over the matier of any
faw or cogaibation make this Ageoment or 3 material porrios of o Pary’s performance under this
Agrocment Hional or :m;}umbh,, aither Party sy ferminaie the Agreement lmmediately.

{0} By froduct Temnuation. SA may, in i sele discretion, delefe a SA Product: (1) immediately
due to 3 chunge in safety profife. (i) with {30) thirty days written notice Hsale or transference of
ownership or (HY with (90) sinety divs writien potios if discontinued, provided 3 Best Price 8 not
iriggered as doscribed i subsection 8¢1). IBA facurs ¢ Best Prive m relation to tenminating &
discnntinued Product in accordance with subseotion (¢ {0 above, SA shafl provide writien
subsiantintion jo Prime of such ocouerenve amd ther rouy invoke the provisiens of subsection {1 with
seandet to nueh 54 Peaduct,

fa e vvend of sy such termin .m % A shall measure performance and puy K3bates a:;é
Admrindsanive Feos based on undisputed Usage Data throngh and including the date of erminativn.

Mutwithutanding the foregoing, s tormination wraler s Sectay & shali affoct the righiu and
abiigatinns of the Parties which soorve prive 16 @ effective date of such termination,
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6. REPRESENTATIONS AND WARBRANTIES,

frime represents, warrants, and covenants that:

{a) for the purpose of Rebate eligibility, alf Mans shall §it within the deBonion and criteria of
Section 11} of this Agreement.

(b} it has prered o writion agresments with each Client nader which if agress to disclone e
Rebates that [ roceives beraunder from Sa.

{3 i ahali comply, and In aceardance with the terms of #s agreements with the Clients and ag
reguived by fuw, shall netify Cliostis) 1o Comply, with gdf applhicable abligations so properly disclose,
distribate, sd approgriaiely reflect all payments provided parsuant W s Agreement i the 2usls
claimed or e clarges rends under the MaedinmreMadicaid prograans, Prime shull alse comply, and in
accordance vwith the terros of ity spreernents with the Ciems, shalf notity the Clients o comply with aoy
other simila Federal or Staie healih care programs in ascordance with applicable faw, inclodiag Section
§128(B1 i) of the Secid Secwrity Act snd applable repaiations,

{d} any B4 Fradocl(z) dispensed to an Elipible Member by an ewned padl ordor Panticipating
Prosvtder witl huovg oo disprosed for the Bligble Membar's own use puder 3 Plorcthat has tncluded e
SA Prosduct o & Forpalary: provided, bowever, thad aay SA Produntis; dispeasad 10 an Eligibio
Member by & son-osaed rotall or mail Participating Provider will, w the best of [ krovicdge. heve
heen dispensed for the Eligible Mermber's own sse ander o Plan that fas includged the SA Produt on s

Formuisry. As used hereln, "own use” Is defined by the United States Suprene Cowt ruling in Abbott
Laboradories v, Porstend Retal! Druggists Asseciation, 425 12801 (1976)
(&) it has eptered into lawfol agreements with Clienta to provide, Formulary Munagement services,

coniraeied pharmacy network services, wnddor other Formulary Managerment Services and, 1o the besi of
its knowiedge, Prime hus the exclusive right to submit SA Produet utilization on behalf of the Clients and
Plang for which the Bebades arv allsented in scvordancs with ihe terms of the apreemenis with the Ulients,
With respect (0 anv Rebate or Administrstive Fee paid 1o Primoe by SA under ilds Agreoment. the Parties
horehy apee thal no porion of seid Redbwiv or Administrative Fov e designed 1o be passed on 10 woy sthay
entity other than & i, helodise. st Boged o, any bealth pias ot undes this Aprearoeat,

{ Litilbration under this Aureement raay be submitted for Hebutes for Elible Members whose 4
Product 1 being paid fur, divectly or ndirectly, by Federal Health Care Pregrao: (“Uovernment
Prograss” ) as defined in Seetion H2RB of the Social Security Act (CAct)L provided such Ciovernment
Program paymend i pursuant {o or through (1) @ 515K Contract under Section 1876{g) or 1903(m) oi'the
At or under another state health care progran, as defloed in Seotion 1128 ofthe Ao (31} & Medicars
Part { hoolih plan that recebves o sipiisied payment oo Medicsre sad which must have b total
Medioan beaciionry cost shacay sppeevead by the Centers for Medivae and Medicaid Services ander
section 1854 ofthe Act or () any other health plan that provides or wraanges by Mo and seevicss for
Medivaid vnrotiess o actardance with ¢ sisk base contraet with « State agency subject o the upper
payment imly 42 OFR 437 361 or an equivalent payment cap approvesd byt Betretary of Healih aad
Human Services, I s Goverament Program ¥ eases 10 be such a Plan as defined chove, Prime shall
no fosger submit olains for Rebates and Admisisirative Fees applicable to such Plan starting with the
date the Plap censes 1o be a Goverpraent Frogram Plan. The term “Government Program™ as defined
hereln does not inciade the Medicare Part 12 prescoription drug prograns, Inothe everd wiilization s
submitied for Rebates under this provision, Prisee acknowivdges s Manis) are reguired o conply with
reporting reguirements with raspect 0 the Rebase revcivesd bereandey by such vonmmnas, or anv rher
Fedurad or sl reguiremenis,

{3 the gxseution and delbvery of this Agreement and the placement of SA Products on the Foime
Nationat o7 2 Client Fornwlary, in accordunce with [ o 2 Pien's Formutary processes, is not
pravensed by, aad does not sad will not condlicr with, vielaie o breack or coostitege 2 defaol oy raquire
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say sonsent uodey, @y curren olviigations, comtracingd o otherwise, tha Pome oy bave 1o any third
PEVEY BT ANy 4 cabier fawin! restriction of wo ¥ King.

ik} & has entered foto lzwisl agroemenis with Parsidipatioy Providers under which such Participating
Provisders are oldigatad 10 comply with aii applizshie lawse selading o the dispensiog oithe SA Produsts
govered undes this Agreeant, fncludiog, withow Baisbon, any state laws nad regelatings celating 1w

drug produgt welectivn, and connaer profention

2 INBEMNIFICATION

{a} Prime shafl mdemnify, dedend and hoid haomiess 8A Hom any and ol olmms. demsads, sctinas,
satses of sotion, losses, hdgments, damages, couts and expomss (ncloding, bat o feited 10, reasenabie
atiorneys” fees, court costs and vosts of seftiemsndd {colivctivaty, “Losses™) that 5A may suffer as aresull
of iy claint 1o e extent auch clafm arises out of the neghigunce of Frime, gross negligence of Prime, or
wiitful mdsconduct of Peipwe. or any breach by of any of its represeniutions, warranties and
covenants set {oith in Section 6 above, shligations under this paragraph shall notextend to
L.osses 10 o naging fom SA's neglizence, willful misconduct, or bresch of this Agreement,

i} SA shal mdemrafy, defensd and hold harmiess Privee frovn 4l Losees that Poime ony sefier ag §;

resudt of {8) hodily inhury, death or property daymge W an Bligihde Menber csesed by pdefectinthe §

Product, cxoeept 1 the exient That Prime’s negligence oy miseondudt, or fu of s eplovess o a.g;j's.re;.z--,

cansed wach bodily injury or death (b3 the neghigence of BA, gross neglizence of SAL or wilif

mieondact ¢f BAL or (03 oy breack by SA of say of B oblipaions, represeniations, warrantics anding

sovenants sat forth by rlis Agreament. 537 obligations vader i paragreeb dhall ow oxtond '<1 Fassses
reluting o or arising from Prime’s negligence, witifel risepadoc, or breach of this Agreenan

{3 The indemniiving Party’s obdigatons under this Spetion ¥ are conditionsd spon the indemnificd
Fasty giving the iadﬁemazél'}z'*g #a iy {11 written notive of the olulm within thivty (38 business days of the
sdatz that she Indermifiad Parve e docomes notified of the Cladm, or cackior i necissary 1o prover
predudise 1o the dad Em!;?yil‘.g& ?a.rty; and {11y assintnce i the defomse ot aay claim, inchading B wx
finysited to the provision of documents, witness testimuny, and interviews. The indenmifving Pany chall
have the sole right o chocss conssed 1o defend any Cladrn, and the ndemss i};a’-«* Party shall have the sole
tight to settle or stherwise reachve any sih claiml provided, however, {hat the indenmiiying Party shal
give the denaified Party ap opportunily to comment on any seitfement that may directly or indivectly
affect the indemnified Party and provided flrther that in ne evens shall the indz m.uinu "'mx without
the writter consent of the indemnified Party, admit any wronghid conduct o the part of the indersnified
Party o creats any Hability for the indemoiflad Party aot covarad by this oblipatior of ndeomnity, The
indeanaifted Pargy, at its owrr expense, may be represented by separate counse! in adilition to the counsel
selected by the ndemmifving Farty purseant o thas Seetion 7{c) In the ovent that regresentation of de
indemn:ited Party and the indemnifving Party by the same coonsel would be @ conflict of interest for such
counset, the bdemnified Party may select 318 ows independunt covmsed without relfoving the
indemniiving Party of #s resporsibillties pursuant 1o this Section 7. \mwii'x ‘i;;miz‘ng the terms of
sabsection (3 above, the indemnifying Parky™s obligations under tis Section 7 v:a!l not be redipved Wi
indernnifed Party provides the iulempifving Pory with natice of 8 ¢ !mm i safticions time (o permil the
tnderoriiving Panty 1o doely answer, pload, of otherwise respond 0 gach claine withewt prejudics,

& MEBCELLANEGUS

{4} Compfianes with Liaw, The Panties cack R o that they will separately be sug\a';smi» four
semring and roaimaining 2l reguived Heonses, peemins and contfiontes ap“hwb w thel respentive

astivigios, ol sach dhall comply witoaay ol ol fidoral, Kate aad el v, repeiations and
aridinances, inchuding, but not Hmited 1o, the appiicable reguivements of HIPAA and state anti-Rickback

aadd sxate consamer proteeton and disclosure ke, in peddbrming its respective obligations hersunder,
ib; The Pacties each agree that i any terme ar provision of s Agreement is declared

ithegnl wvaiid, s prohibited voader appeabie haw, o arenioceabin o ® conflwl witd auy law or

Coutret #5074 Ferm VEOATMEY
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{1 Headings, Paragraph and section headings within this Agreement are for reference only and

shal! not be used in construing this Agreement.

{g) Entire Agreement, This Agreement is the enitre agrecment between the Parties in regard to #ts
subject matter asd supeesedes 2oy pror agreements or uaderstandings for $A Products dispensed on dates
of service on and after the Effective Dute. Nothing in this Agreemeat shail be linked to or have an effect
o any pricing of coptractual terins or conditions offered 1o any other prasent or fatere costract hetween

- and 5A.

(hy Amendment, This Agrcement may not be amended or modified except by weitten amendrsent
signed by the Parties.

{i) Best Price. Regardiess of any other toyrm of this Agreement, the total discounts, Rebates, and
payments 1o s any 4 Product shait not in any Quarter resalt in the establishment of a selling
price for the 84 Product that either (1) increases SA's statutory-mandated rebates for the 8A Product over
what they would otherwise be but for this Agreement or (1) triggers any statstery or regulatory obligation
of SA 1 offer a similar price for the $A Product to any other party (“Best Price”). 1 necessary to avoid
the establishruent of any such price. - agrees that the total Rebates o - for the SA Product may
he reduced o the ighest Tevel that avaids the establishment of such price. SA shall provide written
substaniiation of the mcurrence of Best Price prior 1¢ any reduction of Rebates,

)] Exciusive Negotiating Manager for Rebates. Unless otherwise provided in its agreements with
its Chents, Prime's agreciments with its Clients provide that Prime will serve s each such Client’s
exclusive negotiating manager for Rebutes. SA agrees that it will not, during this term of this Agreement,
enter into any agreeptent with any of Prime’s Clent to pay Rebates directly to such Client without
Peime’s express written consent. it aotty SA in variting of the identity of any of Prime’s Clicots
o which [ 5os given s consent to divectly contract with SA for Rebates on any of the SA Products.

(k3 Medicare/Medicaid. It is understood that Rebates herewder will be made only for SA Products
dispensed pursuant fo 8 Plan, in secordance with the terms of this Agreernent. No Rebates will be mnde
tQ _ and no Fermulary restrictions or interventions otherwise reguired under this Agreement may
apply, with respect 1o any 54 Products dispensed 1o any Eligible Members who e ebgible to reosive
reintbursement for preserintion Pharmaceutical Products under any federal or ftute government medicad
or phaomacentical assisiance program including, without imitation. Medicare and Medicaid, Prime will
exclade information on any such Pharmaceutical Produets dispensed to such individuals from the Rebate
amd Administrative Feg fnvoices provided under this Agreement.

Notwithstanding the foregoing, Rebate payments may be made hereunder and Formulary
provisiens may apply with respect o 5A Producs dispensed o Eligible Members emolled i "ehgible
nianaged care organizations” {us defined i 42 CF.R. § 1001 932000 2)(113) that have a risk based contract
with, or receive capitated payrments from, Medicare or ¢ state Medicaid agency: provided {iat (i) Prme g5
either an eligible managed care organization or a “{irst tier contractor” as defined in 42 CFR. §
1001.95Z20% 20 () SA may nof olaire payment inany forra from a federally funded health care program
{inchading without Broftation Medivace or Medicaid) for bealth care Rems or senvices covered urder this
Agreement: and (34 neither Pacty may shift the financial burden of this Agreement to the extent that
increased payments are claimed from & Gederally fonded bealth sare program Gacluding without
fimitation Medicare or Medicaid). [JJsbail use its best efforts to provide notice to SA prior to
execution of this Agrevment if it is made aware that a Flan with a sisk apreemaeat will need additional
information from SA in order to meet any disclosure obligations under such risk agreement,

i No {ibligation. The Rebates paid under this Agreement impose on Prime po obligation, express
or raphed. to promaete; recommend, or arrange for the purchase, prescribing, or dispensing of any 5A
Produes for which payment ruay e mwde under a federally fursled health sare progeam (insluding,
without Hmitation, Medicare or Medicaid) on a fee-for-service basis,

Contacd #13674 Fam s 770063071 3
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iy} Dispate Resolumn and Soves

s dagee 1 dispete shoold arise with wespecs 1o the onos of
thiz Agrewrd o any vight or obligatipe Createsd by this Agreetnesy, the Partins bl have forty-five (43}
catendar davs from the date writtes sotee of the dispete i ghven by voe Party to the athey 10 resolve the
matter through informad discussion. 1 the matter is not resolved withun those forgy-Tive (35) davs, and
any Fasty wishes to pussue the dispute, such Party may then parsue the Jegad ceied andior equitable
rernedies availabie 1o said Party under this Agreement: provided, however, that the foregoing shall not
affect the cight of cither Party 21 nay thae 1o seek appropriate equitable relief w endbree Section el
This Agreavenat will be coratrund o ancardance with the foves of e Stase of Deinware, aod soy dispute
between 1he Parties wili be resoived i socordance with the fows of the State of Delaware.

in} Indeperdent Condraciors, The Partiss borelo ane independont suntrastors engaged in the
speration of theie oway respective buslaesses, Nothing horeis shall be desmad or consinued 10 ceste a0y
sther refatinnsliip hetwesn the parties.

this Agreement shall not constinge o waiver thereot or ta any way Umis or prevent subsequent stricy
eaforeement of sach oy or condition,

{0} Mo Watver, The fachae of either Party to depwand sirict performance of ary teas or condision of

{0 mWo Thisd Pasty Benefigiary, Nouthing in this Agreement fs intended oy shall be deemed o confir
apint way person, cther San the Parties ol rospattive sucoessurs end assigns, and the Plans and Chas,
any righss, nbdipationy, remedies of Habiiies,

(O} Suryvival The provisions of Anticle 4 and Sections 2 {d) trough 2 (9} and Seetions 8(i) und 81}
shad] marvive the teradaation o expieation of dis Agrocment fior any remne. Bxaopt as otherwise

provided in this Section, aff other rights and abligations of the Parties shall terminaie npon ermnatior o
expiration of as Agreemant,

{r} Debarmens. Both Prime and $A4 reprosent and certify that neitier they nor any person or entity

evaphyad or origagad by ey nchading, without Tunitation, enplovecs, cordrattons, or agents who will
provide servines ineoneection with this Agreement {collsctively, "Fersonnel™) arg not currentiy:

EH pxeioded, debumad, sespeyaded or whorwise innligihie 1o puativipaie in foderai health
cary programs as defined 1 42 VLA.C § 1320070 or In fedend mrocariraest oo sosprocarament
activitien as defined 1o Executivr Ooder 12650 (collectively, “luehabie™n

¢if} dehsrred pursaant fo the Generie Drag Enforcement Actof 1892, 21 1L.8.C § 3350, as
arended, or any similar state law or repulation (“Debarred™)

(i3} exchided by the Offies of bupector Geners! pursuarn 30 42 10840 § 132007, ef sey. o
any saute agency from paticipation in aay federal or state bealth eare program as dafined i 42
LA, § 132007 and 42 LR, § 13000 Th (P Eruluded ) aodir

o v

{ivy otherwise disgualified or restriciad by the FOA pursasnt fo 21 OF R § 31270 or any
by vagniatony authorty (CDisguasiified™).

Prise and SA represent and ooy that they wil not uibee any Incligible, Debwrred,
#xofusded or Disoualified Personne! 10 provide aay servives horsunder. Dardng the term of #as
Agreement, I Costomer o any Persomned becomes Ineligible, Debarred. Exloded or ntherwise
frsguadified, Customer shafl mvedistely notify SA In writing withio five (35 business days.
Llpon receipt of such notice of i the other Party beeomes tware of auy existing ot threateocd
fnetipibiliy, Debarment, Exclusion or Disgualification, they shalf have the right 1o wrmnate this
Agrovnient inwnediately and shudf retwin alf olutres, causes of seton, defenses, and other rights
that they may have at w of iz 2gnity. For g penad of two {23 voars sfter eomaation o
expivation of the Agreement. shouid Frime discover thay it or any of s Personned performing
sgrvises reisted 1o s Agracment had beseras Inpligible, Debsrred, Exeluded or Disgualified
during the term of the Agreemen [ shati immedize iy notity 54 in writing within five (5
bustonss davs, Privec represoras and waranis thet Prime and Poreoane] pecorming seevices
redaiad 1 this Agresrsent have rt bucs convivted of any orirae for which @ or 13 Persenned

Centact $13474 Tare SRS
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sould be dnefigihie, Dicharred, Pnchaded or Divpselified and the Prime hes oo boowiadge of say
congact far which [ or Bersonnel could e lnstigivie, Debamed, Exchided ar Disquatifind,
and that Prime will notife 8A i writing withis five (8] business duys i seck a oonviciion

BRLUrs.

{5} intetechal Properiy  Netther Party shall use the other Party s name ¢ any patent, trade name,
tesdesmark, service maark o copyrighted materied or propeoty of the other Parry, ether than o3 expressly
pernsitfed by this Agreement ur as otherwise agreed 1o i wrting,

{11 Labeling, Privee shadl rotroasdify, adid o, or delese any contens o Soom of soy of the labels,
advertising or oty written raaerial provided with soy Product {opliectively, “Muterials™) in any manney
whntzoever, H Prime sdoes s, or i B oorporaics sl of soy portion of the coston of e Maeaals o
weriiten, ored, praphic oe sthey material or presentation reizting fo oy meatidaing aay Produ or oherwise,
SA bereby specifioatly disclaims any Hability 1 Prine od 1o any other paety o any dunages, cleis,
penalty o jadgment in comection with sech matorial or presentation, Prive shall indemady and hold 8A
harmitess from any and all costs, expenses, damages, jodgments and fiabilities (inchading attorney’s fees)
teyrred by or rendered aeainst SA and arising as gresult of such modification, addition, dedetion or
meprporation of the Materials.

{u} LIMITATIONQF LIABILITY,. NOTWITHSTARNDING ARY PROVISHIN INTHIS
AGREEMENT TO THE CONTRARY AND THE INBEMNIFICATION GBLIGATIONS SET PFORTH
IN SECTION 7, IKDEMNIFICATION, IN 8O EVERT SHALL BEITHER PARTY SEILJABRLE TOTHE
OTHER PARTY FOR PAYMENT OF ARY CORSEQUENTIAL, PUNITIVE, INCIDENTAL OR
SPECIAL DAMAGES INCURRED BY THE OTHER PARTY.

IN WITNERR WHEREOF, the Parties exeouted this Agreement as of the it date set forth below,

PRIME THERAFEUTION LIU

v

SANQFRPAVENTIS US. 130

s s

Mamer
.

N

Date:

s AR AR WO
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REBATED PRODUCT LISTING

and Lantus” SoleSTARY

x

Line extensions of a SA Prosduct such as new dosage forms or ontes of adminisiation, o new strengths,
which are newly available for prescribing and dispensing after the Effectivie Date of this Agresment, will
automaticaliy be added to this Astechment A unless cither Party norifies the other Pacty nwriting within sity {60)
days after the 5A Proaduet i available dn e muketplace for preseribiog and dispensing that such Hoe exteasion oy
strength is nof to be added to this Agraement. Notwithstanding the foregoing, SA shall aoy reguire that such Hne
extensions or new strengths of 8 84 Product be added o this Ageeeroont, o1 the Natonal Foemulary ora Plan’s
Formmlary ivorder for the origingl NDOs of the Preductio he eligible for Rebates and Adroinsirative Fees.

Al dosage foems, package sizes and package types of a SA Prodect shall be eligible for Rebates under

this Agrecment,

flongtans #13674 I S TR B
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PRODUCT ATTACHEMENT (8- 3)
QUARTERLY REBATE SCHEDULE
SANOFL-AVENTIS US LLD

(insudin glulisine [eDDNA origind injection)

pRODUCY ?A(ki(i%b* N FNIT
[ Apidra” 10 mi. Vial OH088-2500-33 bl
Apidra™ 3 x 3 mL Cartridge Systems 00088-25G0-32 imb
Apidra® SoloSTAR” 3 x 3 o, Prefilled Pen ONGES-2502-03 bl
Apidra® sud Apidrs® SoloSTAR” Specific Reguirements:

e ineach contract Quarter, will be eligible for Rebates of up to fifteen percent (13.0%) of
the Price for Units of Apidea” and Apidra® ScloSTAR® dispensed by the Participating Providess
in the Ouartu" 1o Eligible Members h‘md on Usage Bata sobmitted on behalf of cach Plan for
which ’v-;dra and ;‘\pldra So!a‘STAR are on Fornwlary as detaiied below.

s Apidra® and Apidea® SoleStar® must be placed on Formulary with aorestricted padent atcess in
the first or second tier of & multi-tier benedit design, Third Tier is considered non-Formuylary,

e Al package forms of Apidea™ and Apidra™ SoloStar™ must be placed on the sarae Formulary tier,

s (uaranfeed Rebates are equal ¢ the listed percentage off of Price as defined below.

v Marke share Rebates will be calealated separatedy for each Plan ag set forth below based on the
Plan’s market share ina Quarter. The Current NMS (*ONMS") wiil be carried out to two {2}
decimai places (Lo, XXX X% as determined by the IMS NPA Plus (RetaiMORX) report data
for the applicable peried. Market share Rebates will be ealoulaied separaeiy as set Jorth below
hased on g Plen’s marke! shire total carried out to two (23 decimal places (e, XX XX%})
applicable o a Gutariey and coropared 1o NMA.

Relmte:
Beneflt Control / Highly
Fanasad Formalary
_______________________________________ 120%
1.0%
__________________________ 2%
Y (3 pts ahcsw [ \M’S m 3 (}0 ;ﬂ' Ji,me ¢ \M\ 3.0%
| Total Mavamum Retsmbursemeat 15.6%

"Payment Cap” = The total Rebate paid with respect to any Quarier shall not exceed fifieen percent
{13.0%:) of the Price applicable 1y the Quarter.

APIDRAY AND APIDRA" SOLOSTAR” THERAPEUTIC CLASS

THIRAPEUTIC . : e
G Y it o § CUYRA ST SR PR EATYY sw
CATEGTIRY 84 PRODUCY CUOMPETITIVE PROBUTIR
Rapid Acting insulin Apidra® Humalog
Apidra” SaloSTAR” Novolog

*Includes alt strengths, formulations and NDC numbers associated with the Pharnaceutical Products Histed, Any new sgenglhs,

formudaticns aad NDC nembers of the fated Pharasesutical Products will be deenied mtomaticatly added.

Contract #13674 Vegm | 27100753043
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FROGUCT ATTACHMENT (B - 4) - (continacd)
QUARTERLY REBATE SCREDULE
SANGPLAYENTES 1LS. LLO

Contoset #13674 Teeny - TGS
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PRODUCT ATTACHMENT (& - §)
QUARTERLY RESBATE SCHEDULD
SANOFI-AVENTIS US LLC

(insulin glareine {FDNA origing injection)

PRODUCE. | | BeeganesirE L wpee UNIT
e e T o
Lantus® S x 3ml Cantridge H00$8-2220-52 Tl
Lantus” SoloSTARY 3 X 3mi Pen OBOER-2220-60 lrl

Logtus® and Lantus® SoleSTARY Specific Reguirements:

o in each contract Quarter, Prime will be eligible for Rebates of up to seven percent (7.0%) of the
Price for Units of Lastos™ and Laotes™ SploSTAR dispensad by the Participating Providers in
the Quarter to Eligible Members based on Usage Data sebmitied on behall of each Plan for
which Lantus™ and Lantus® SoloSTAR is on Formulary.

¢ Lanius® and Laniws™ SoloSTAR™must be piaced on Formulary with unrestricted patient aocess
i the fiest o second Her of & mudti-ier benefit design, Third Tier is considered non-Formulary,

e Alf package forms of Lantus® and Lantus® SoloSTAR® must be pleced on the same Formulary tier.
»  Craranieed Rebates are egual o the lsted percentage off of Price us defined below.

«  For Perforunnee Rebates, Corrent Mational Muwket Share (CONMY") is measured as the towl
aumber of prescriptions of Lantus® and Lantus” Soio8TARY dispensed as a percent of the total
nwmber of preseriptions dispensed for all Phanmaceutical Froducts defined in the Lantes™
Therapentic Calegory, The UNMS & defined as the prescription market share total carried out
two (2] decimal places {i.e., XX.XX%) as determined by the IMS NPA Plus {(Retail/MORX)
repaort data for the applicabde period.

Hebaie:
Formulury Plavemot Hesefit Oootesd Highiy
Masaped Formulary
Guuranieed Hebate ) 3%
Performance Rebate . .
s ONME 0 ) 49 Sp* &%
> ONMS =5.5¢ SP 1o .99 SP 0.6%
S ONMS +1.00 5F 0 1,48 8P _ I s
> ONMS +1.50 8P 10 1 99 &P 1.7%
= ONMS +2.00 SP 10 2.99 SP 234
= CNMS <300 SF 0 399 SP 3.3%
» ONMS #4,00 57 4.0%
Max Rebute 7.0%

*SP = Bhare Point

"Paymen Cap” = The ozl Rebate paid with respect to any Quarter shall ot excecd seven percent {7.0%)
of the Price apphcable in g Quarter.

Congeact #13674 feem - VABGAI0D
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PROICT ATTAUHMENT (8 - 3) {continund)
QUARTERLY REBATE SUHEDULY
RANGFLAVENTIS LN LI

LANTUS® AND LANTUS® SOLOSTARY THERAPEUTIC CLASS

A PEOHRCY  COMPETITIVE PRODUCTRY

{antus” insulin Now dosubn
Lantua® SoloSTARY Humaleg M 30/50 Aciephss MET
Humaleg Mix 7823 Agig
Humaiin S6/30 Avandarast
Hurauiin 70730 Avaudaryt
Humdin N Avandia
Leveroi Hyeita
Novolin W30 Japurnet
Novolin N Januvis
Novelog Mix ¥V {mpheen
Refion Mix 70730 Vivises
Redion M

“Iaciudes i soreugths, foraaiatdons and NDO numbers soovtuiod eath the Pharmacentiond Produces Had, Any new
strengths, formalations and M numbers of the Hsted Pharmaceutical Peoduets will by deerund antematioaily adied.

Contmt #1360 Term  MAAGEHNIY AAL LS
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PRODUCT ATTACHMENT {B - 6) (continued)
QUARTERLY RESATE SCHEBULE
SAMOFIAVENTIS LS. LLC

R T Y
Page 27 of i £
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ATTACHMENT C
ADMINISTRATIVE FEES

SA aurees 1o pay - an Adwasmistrative Fee for sl $A Products which are included on Forroudary. In
consideration of Administrative Fees. [ will perform services and reporting related to such Formularies. The
Admunistrative Fee shall equad three pervent (3%) of the Price, excepd for Lantos for which the Adminisarative Fee
shail equal two percent (2%) and shall be caiculated as further deseribed below,

SA Products eligible for Administeative Foos are listed 1 Exhitit A of thus Agreement,

The Parties aygree that Admanistrative Fees are compietely separate and apart from the Rebates paid on
behalf of the Plans. Prime receives Administrative Fees from SA in exchange for administering Rebate
agreements. Such administrative activities include administeation of the Rebate program, inchuding, but ao
iimited to, contracting with the Clients for disbursement of Rebates herenader, eollecting, processing and reposting
the Usage Duta berennder, and the caiculation asd disteibution of applicable Rebates 16 the Clients on behaif of the
#lans in accordance with the applicable terrms of the Clients” agreements with

The Administrative Fee for cach SA Product will be calcuisted with respect (o each Client by multiplying
the £ligible Member $A Product wilization by the Administrative Fee rate set forth above.

SA shali pay [ e Administrative Fec as set forth above, but in no event more than three percent
{3%j of the WAC of each SA Preduct multiplind by the mumber of Rebateable Units otitized during euch exlendar
Quarter. For the purposes of this Agreement, Rebateable Units shall be defined as the utilized units of SA
Products that are oo conimct, are fisted on Foermudary for the entive calendar Quarter, unleas otherwise pustuadly
detesuined on 8 SA Product-by-SA Produect, Plan-by-Plan, and Quarter-by-Quarter basis, and so long as all of the
eonditions set forth 1o section 3(s) and 3(d} are satiafied.

- shall prompily notify SA if it hecomes aware that it no longer coraplies with the requirernents of
this Agreement which impaet its ehigibility for Administrative Pees, and upon such notification, the obligation w
pay Administrative Fees shall avtomatically termainate. Prime acknowiedges and agrees that SA i relving upon
Prime’s dee diligence in ensuring that the Rebates hersunder are extended to those Clients who meet the
requiremmernts for Rebate eligibility s se2 forth In this Agreement, and that payment of the Administrative Fees
hereunder is, in part, for such due diligeace. 3T SA determiaes in good faith in its own reasonable discretion thata
Clent is not eligible for Rebaes hereunder, [ agrecs that 84 shall rave no obfigation w0 pay Administrative
Fees 1o Prime applicable to that ineligible Client. Fathare 1o satisty these conditions shall result in the sppiicable
Client's utilization of specific SA Products not beiny eligible for Administrative Fags in the Quarter the fuifure

OCeurs.
Cotitract 13674 Torm TR0
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ATTACHMENT D

{liemt st
To the Rebate and Administrative Fee Agreemen?

Contrast #1367 Tesm, TOHGG/13
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ATTACHEMENT E
Exelnded Claims Criferia

In addition to the other sections of the Agreement which set out the terms and conditions for Rebate eligibility, this

Attachment £ sets out the eriteria for detormining claims which shafl be exciaded from Rebate efigibility, unless
otherwise mutuaily agreed by the Parties in writing, in the event the Parties mutually agree upon additional or
i ffarers criteris thas thas expressed in this Antachimers L the Hors agreed npon shall be swioraatically
mcorporated into the Agreement effective as of the date set forth n such writing.

¥ Company exciudes claims submitted by - a3 ineligible for Rebates on the grounds that the claims falf
within one or more of the Categories listed below, Company shall identity the criterin used 1o make such exclusion
and provide a listing o ot those excluded claims. Upon request from [ Coropany shall provide
additional supporting documentation,

Notwithstauding anvthing to the contrary here 1, ii‘-Suhsmmiaws and both Partics agree to Include any
siaims initinlly exoioded under the wems of this Attachbment £ o the saticfaction of Company, Company shadl pay

Rebates for said claims,

Caregory

Beseription

Terms for Exchusinn

Daplicate Rus Same PBM

This category includes
“Puplicate Preseriptions”™
{defined as. same Product,
Prescrintion Number,
Pharraacy, Fill Daie and Refii]
Number) withio the submitted
invoice Period.

All claims that fit this Category’s Description shall
he excluded from Rebate eligihifity.

Puplicate Rxs Multple
Customers

This category includes
Duplicate Prescriptions (as
defined chove) across
previous submissions from all
of Company’s customers.

Claima that fit this Category’s Deseription shall be
exciuded from Rebate eligibiiny except as
deseribed below with respect o coardination of
enefits situations.

All claimg subniitted by Prime for which a Plan
under this Agreement provides primary soverage
i a caordination of beaeBty scenario, shali be
eligible for Rebates regardless of whether another
manged care organiation providing services o a
pian, or a plan sebmits a Duplicate Preseription on
behadf of 8 secondary pavor, Company
acknowiedges that regardless of its accounting
methods, alf claims submitted on bebaif of a Plan
whers soch Plan is designaied a5 the primary
payor for such claims, and are not otherwise
exciuded vader this Agreement, shall be eligible
for fHebates.

Units Exceeding Maximom
Quantity

Thes category includes clums
containing usnis inexcess of
the normal amounts needed
for the applicable davs supply
for g Product, as defined by
the Plan benetit.

Adl clains that it this Uategony’s Deseription shali
be excluded from Rebate efigibiliny,

Tem T OGNS an S

Fage 32 0l M F I LS
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ATTACHMENT E
Facluded Claims Criterds vontinned;

invaiid Pharmacy Number

This category indivates the All claims contaimiog ¢ither mbning ot nvadid
involved pharmucy 15 ped NUPDP angdior NPE sambers shadi be excluded
tisted as a valid phurmacy from Rebate eligiiny, uniess otherwise agrued o

with the Nasional Council for | by the Parties,

Peascriprion Drag Plaos
CFLE

iN

ineiigible Phamacies

F L

NCPDP Dispenser Dlass asd Type Staadard, Participming Providers shu
be classified in as::mdunm il the mow comar HOPDP Dipenser Class awd
Type standneds, Clatos frarn the following Types aradinr Chasses of

pharmavies shall be ime-ugtb.sz for Rebates: Government Pharmacias, including

bt not fimtted 1o lodian Healih Service/ Tribal/Urbaa Hewlth Pharmncics and
Miliary Pharmacies: (V infusion Hospitale VA Hospitad Phareacies: mod
Nuclear Phwrmucies.

r P purpees of elasity, afl Clnlms from Participating Providers in any other

CEDP Disperser Class andior Tvpe, nloding but oog Hdted 10 Mol Order
S’war;s*wm aa0d Ontpaisen Rus frem Long Torm Carn, Specialty and
institational Pharmackes; sl be off mbie for Robates, wedess ntherwise
esciuded under this Agresment,

3488 “Covered Eotitten™ All clnimg from 3408 “Covered Ertities.” as
defined by the Public Health Service Act g1 42 115, 236b(a)4). shali be
exchided from Hebaw elizibiliny,

Outside United Stajes. Al cladms from Paricipaiing Providers loosted
cuside of e United States shall be excloded frorn Rebate eligibility,

Missing Ry Nuwber

| This category badiopios i AL claims which do not contain 2 pre ﬂpzam

pEaseriptions whinh do aot | nuatber sitall be excluded om :«.cb‘ m
sontalo & presoripiion rpmbes | eligibiity.

Contract #13674
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ATTACHMENTF
Usage Data

For more information please refer to the NCPDP website www.nepdp.org

shati provide o SA the following informmtion:

Costomer shadt provide to SA the following infureation:

Eiitissation Dadz Hecord (11D}

: Pl e : "’s? sw
RECORGTYPE AN
§RE NUMBER ' N it 1
PDATA LEVEL AN 2 14 i i5
FLAN 12 QUALIER AN ¢ i5 {4
PLAN D CODE AN 17 17 33
PLAN NAME AN 30 4 B
SERVICE PROVIDER WX QUALITIER AN 2 64 &8
SERVICE PROVIDER D AN 1% 6 kit
ENTITY ZINVPOSTAL COUL AN 15 &1 w5
SERVICE PROVIIDER TYPE N 2 96
PRODLUESERVICE 1D UUALIFER AN s ¥ Wy
PRODUCT STRVICE 1D AN 19 100 iR
PRODUCT DESCRIFTION AN i R L 3
TOTAL QUANTITY W 13 15
LIRTE 3 MEASLRE AN i ted
REBATE DAYS SUPPLY N 4 175
PREJSCRIPTION TYPE W Z H) IR
TOTAL NUMBER G PRESCRIPTIONS N 8 i$i
PRESCRIPTION/SERVICE REFERENCE NUMBER QUALIFIER AiW i iy
PRESCRIPTIONSERVICE REFERENCE NUMBER M 12 3] g3
DATEGF SERVICE N S 262 R
BEMVRUGHSEMENT QUALIFIR Al 3 A58 23y
REIMBURSEMENT AMOUNT N 12 260 71
PATIERT LIABILITY AMOUNT N 12 REH
FILL NUMBER N 2 2
RECORDY PURPORE INDECATOR AN § 204 294
BEBATE PER UNIY AMOLUNT K 63 295 3o
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Express Scripts (ESI)
Contracting White Paper 2014 Lantus
Medicare Bid Process

Sanofi is in the process of negotiating with ESI for Medicare Lantus contract offers for 2015. Below outlines an
additional request from ESI.

Summary of Current Offer:
On 03/25/2014, the following rebate maximums for 2015 were approved by USPC: (See whitepaper attached below as
backup)
o 24% for Tier 2, 1 of 2 positioning on formulary
30% for Tier 2, 1 of 1 exclusive positioning on formulary with other basal insulins being not covered.
o Plus 10% Price Protection.

O

o Current Offer: 22% for 1 of 2 and 28% for 1 of 1.

ESI has requested an enhancement to our current 2014 terms due to marketplace changes. This is allowed per our
current agreement “At any time during the term of the agreement, ESI may solicit new or enhanced rebate offers with
respect to any product based on changes in the marketplace.”

ESI’s initial request was for 22% Lantus rebate beginning July 1, 2014 ($37M).

Recommendation:
e Effective 10/1/14:
o Additional 4% above current terms (14.6% to 18.6%) for Tier 2, 1 of 2 basal insulins (510M).

BASELINE 102014 2Q2014 3Q2014 4Q2014 FY 2014
GROSS SALES $211 $217  $248  §$255  $931
REBATE % 146%  146%  146%  146%  14.6%
REBATES $s $31 $32 $36 $37  $136
CUSTOMERASK
REBATE % 146%  146%  220%  220%  18.6%
REBATES $s $31 $32 $55 $56  $173
VAR TO BASELINE $0 $0 $18 $19 $37
PROPOSED
REBATE % 146%  146%  146%  186%  18.6%
REBATES $s $31 $32 $36 $47  $146
VAR TO BASELINE $0 $0 $0 $10 $10
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BACKUP - PREVIOUS WHITEPAPER USED FOR USPC APPROVAL OF 2015 OFFER

ESI Medicare 2015
Out of Guidelines Rebate Request
2015 BUDGET YEAR

Recommendation:
e Approve ESI Lantus/Lantus SoloStar 2015 Medicare offers of:

o Walk-In Guidance
= 18% plus 10% price protection for a co-preferred positioning in the preferred branded tier
= 25% plus 10% price protection for exclusive positioning in the preferred branded tier

o Top-Line Guidance
= 24% plus 10% price protection for a co-preferred positioning in the preferred branded tier
= 30% plus 10% price protection for exclusive positioning in the preferred branded tier

Recommendation is based on Core Brand Strategy of Optimizing Value and Patient Retention

This recommendation supports the organizational goal to retain as many diabetes patients as possible in advance of
future pipeline expansion. A weakened position in the Medicare Part D channel, where the population and disease
prevalence is growing, would severely compromise our ability to do this. These discount levels do not represent a new
best offering within the market place. Despite the increase in rebate relative to 2014 terms (15%), this remains a
profitable decision with the ability to move share in this account. For the ESI book of business, the 30% offer for an
exclusive formulary position projects to a 2015 positive Net Sales variance of $675M versus a Not Covered Position.

Negotiation Strategy

The Top-line Guidance will be offered only if needed. We expect there will be time to counter-offer if our initial offer is
not adequate. Our preference is to secure a co-preferred position which there appears to be more potential for with
ESI. There is a high probability that we will need to go higher than the walk-in offer for ESI to secure unrestricted access
for 2015.

ESI Background

The completion of the Medco acquisition resulted in Express Scripts becoming the largest US PBM. Significant steps
were executed by Express Scripts during 2013 to fully merge all PBM operations onto a single platform and align
formularies effective Jan. 1, 2014.

e 10.2M Medicare lives of which over half are managed senior plans

ESI Lantus Contracting History and Current
Lantus maintained a 5% rebate for Medicare through 2012. Rebates were re-negotiated to a 15% rebate for 2013-2014
in the face of the threat of being moved to Not Covered.

We submitted the 2015 Medicare Bid in December at the same rates as 2014. We received feedback stating that our
Medicare offer needs to be revised.
e ESI mentioned that Lantus price increases over the past two years have positioned Sanofi as a cost driver that
has triggered significant attention.
e ESlshared that Novo has been extremely aggressive recently with their Medicare offer.
e ESllooking for both co-preferred and exclusive offerings. Client plans are requesting an exclusive offer for
comparison.
o ESI confirmed that a competitive bid for 1 of 2 is still a desirable position if the offer is consistent with
the competitor.
o For 2014 they made Humalog exclusive in the RAI category, moving Novolog to Not Covered and made
Byetta & Bydureon the only options in the GLP1 category, moving Victoza to Not Covered.
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Express Scripts Formulary Offerings
ESI offers three formularies in Medicare:

e National Preferred: Main formulary, Multi-Tier with exclusion list categories.

e Basic: Same as National formulary without the exclusion list categories.

e High Performance: Most restrictive and least utilized formulary and continues to decrease as ESI works
to promote the cost effectiveness of the National Preferred formulary.

We expect that there will be time to counter-offer if ESI indicates that the offer is not adequate to secure access in 2015
but it will require that we move quickly as timelines for submission to CMS rapidly approach.

Financials
The proposed ESI Part D offer of 30% is for exclusive positioning in the Basal Insulin Class. Levemir’s offer for similar

positioning would have to be ~38% to keep ESI Net Cost to Plan neutral.

Co-Preferred:

i ISeeNan0n

Current $980 $147 $833 15%

Walk-In $980 $176.38 $804 18%
Vartiance to Current $29 ($29)

Top-Line Guidance $980 $235 $745 24%
Vartiance to Current $88 ($88)

Exclusive: ESI Walk-in offer @ 25% Rebate
CALENDAR YEAR SUMMARY‘ _ ‘

cenario: 5 SR ot
$63 | 0.0% 128,924

NO CONTRACT $117 $0 $117 [ 0.0% 252,291 | 9.2%

Proposed Exclusive $1,131| $283| $84Q]25.0%| 2,435,652 [88.4%|]$1,331| $333 | $998 |25.0%| 2,698,636 | 89.8%

Variance to No Contract 2,183,361 79.3% $935 2,569,713 85.5%

CONTRACT YEAR 1
ESI Net Cost To Plan Analysis
Reimb t + Pharm, Di

EIEE Total:Net C ost To
Scenario Plar after- Copay-
Lantus (18%) & Levemir (25%)

Tier 2 Co-Preferred 18.0% $909 $94 85% 25.0% $159 $16 15% $958
LCevemir (38%) Tier 2 Excl
evem':_(a ntl/;'l. o o 0.0% $134 $26 10% ﬁza o@ $799 $99 90% $808
Loid
Lantus (50%) Tier 2 Excl Qo,og} $897 $108 98% 0.0% $26 $4 2% $810
$s in Millions Analogue: 88%

Exclusive: ESI Top-Line Guidance offer @ 30% Rebate

CALENDAR YEAR SUMMARY
- FNi0s
Gross  |Rebate]  Net :'|Rebate :
Scenario:- Sales $s ot Sales 1% SRXS T MS
NO CONTRACT $117 $0 $117 | 0.0% 252,291 | 9.2% $63 $0 $63 | 0.0% 128,924 4.3%

pC
Proposed Exclusive | [$1,131] $339 | $792[30.0%| 2,435,652 88.4%| [$1,331] $399 | $931]30.0%| 2,696,636  89.8%
Variance to No Contract $675 2,183,361 79.3% $868 2,569,713 85.5%
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Modeling Assumptions:
1. Asingle pricing action in June 2014: 14.9% Vial/9.9% Pen

No pricing actions to occur in 2015

No impact to the basal insulin market from a follow-on basal competitor

Offer for preferred, exclusive status

Analog: Part D Not Covered

A
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From: Ingram, Garrett PH/US

Sent: Tuesday, August 19, 2014 4:12 PM

To: Guenter, Peter PH/FR; Purcell, Andrew PH/US; Bartner, Natalie PH/US; Whitaker, Anne
PH/US; Kaseta, Michael PH/US

Cc: Du, Wei Wei PH/FR; Bray, Scott PH/US; Borneman, James PH/US; Loreaux, Sandy
PH/US; McClellan, Mike PH/US

Subject: RE: Lantus Weekly Report - Week Ending August 1, 2014

Andrew, Peter & all,

Per Andrew’s response the contract is performing to the expectations/forecasts we set when we signed the deal. We
will continue to monitor and focus on accelerating pull through. Below is our initial assessment. Additionally, attached
are the whitepapers & financials for the OptumRx Commercial & Part D deals. Due to the sequence of events we have
completed a post action review that we will be sharing with you in September. Our response to customer feedback
resulted in incremental impact. Look forward to reviewing learnings with you. Please let me know if you have any
questions or feedback. Best,

Garrett
UHC Commercial and Part D Response

Overview: Driven by increasing costs in the basal category, including sanofi price increases on Lantus, UHC approached
sanofi with a request for incremental commercial rebate targets. Following a series of sanofi offers in the 15% range,
UHC removed Lantus from commercial formulary. Sanofi responded with a last minute bid of 45% for Tier 2 which was
rejected by UHC who counteroffered with a 45% rebate for Tier 3 + 7% cumulative PP. Although this offer was deemed
to be negative financially vs. a no-contract scenario, the offer was ultimately accepted over access concerns to future
products and the need to secure access to patient lives.

In Part D, UHC similarly moved to remove Lantus from formulary in 2015, particularly unhappy about the December
2013 pricing action and suggesting that agreed terms of 35% +7% PP were insufficient. Final terms of 55% + 6% PP were
agreed to which also included access to the Saver Plus formulary, a segment of lives of which Lantus had previously been
excluded. Lantus Vial added - 7/1/14 and SoloSTAR -10/1/14.

Financials

Budget 14 estimates were locked in late July prior to completion of negotiations, hence, there was a resulting negative
financial variance vs. budget estimates.

Variance vs, Budget 14 24
Commerdial $ {52
Part D S 23}

Because rebate terms initiate in July 2014, there is an overall negative impact of -542 M and -$23 M in Commercial and
Part D respectively vs. not contracting. For 2015 there is a -523 M in commercial and an offsetting +$119 M in 2015,
driven by the opportunity to access the Saver Plus segment.
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Variance vs. No Contract 2018 2018

Commercial s {42} 3 {23}
Part D S {233 s 119

Current Performance

The commercial tier change occurred on July 1% Actuals to date are near projections. Erosion appears to have begun in

June slightly ahead of expectations.
United Commercial TRx Share
Actual vs, Expected
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----- Original Message-----
From: Guenter, Peter PH/FR
Sent: Friday, August 15, 2014 9:01 AM

To: Purcell, Andrew PH/US
Cc: Ingram, Garrett PH/US; Bartner, Natalie PH/US; Du, Wei Wei PH/FR; Bray, Scott PH/US

Subject: Re: Lantus Weekly Report - Week Ending August 1, 2014

agree.
thanks and best regards

peter

Sent from my iPad

>0n 15 Aug 2014, at 08:57, "Purcell, Andrew PH/US" NG ot

>
> Hello Peter -

>
> I'll ask Garrett to provide assessment on whether the contract is performing to the expectations/forecasts we set

when we signed the deal. | assume the modeling at that time showed we were better to pay those rebates rather than
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lose access entirely, but now we need to know if the metrics that were set are being achieved. We will also consider the
"go forward" plan to improve profitability at UHC and what options/timing are available to us.

=

> Best regards,

>

> Andrew

>

>

> Andrew Purcell

> VP and Head of Diabetes Patient Centered Unit Sanofi US

I

>

>

>>0n Aug 15, 2014, at 8:51 AM, "Guenter, Peter PH/FR" _wrote:

>>

>>andrew

>

>>

>>UHC is a terrible bleed. it costs us approx 50 mio rebates this year on top of budget, as well as another 50 mio
medicare best price. all this for a tier 3 that apparently does not help us. probably a deal we should not have been doing.
we have to get either to a better tiering, either better position our position in UHC.

>>

>>thanks and best regards
>>

>>

>> peter

>>

>> Sent from my iPad

5>

>> Begin forwarded message:
g

>> From: "Schwarz, Stefan PH/US"

>> Pierre PH/FR"

.
>>"Dousset, Laurent PH/FR"
-> N ..

>>Wei Wei PH/FR" [

>>"Durso, Jerome PH/US"

>> Y G uenter,

>> Peter PH/FR"

-> [ |,

>> Frederic PH/FR"

>> .

>> "Malphettes, Stephane PH/DE"

-
>>>>, "Oudet, Ludovic PH/FR"
>>
>> Pascale PH/FR"

'Witz,
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>

>> Cc: "Balzer, Joseph PH/US"

>>

>>"Bartner, Natalie PH/US"

>

>>"Borys, Margaret PH/US"

>>

>>"Hawthorne, Paul PH/US"

>>

>>"Ingram, Garrett PH/US"

==

>>"Kaseta, Michael PH/US"

>>

'Lata,

>> Denise PH/US"

>>

'Oehrlein,

>> Scott PH/US"

>

>>"Purcell, Andrew PH/US"

>

>> "Rossilli, Robert PH/US"

>>

>>"Whitaker, Anne PH/US"

>>

>> Subject: Lantus Weekly Report - Week Ending August 1, 2014

>

>> Dear all,

>

>> Please find attached the latest weekly report for Lantus for the week ending August 1, 2014.

>>

>> Key Takeaways:

>>e  Lantus NRx share decreased by 0.04%(CW vs. CAW) to reach 53.5%
>>+  Levemir NRX share has seen a single largest decrease of -0.22%(vs. PW) in last 8 weeks
>>
>>e  Lantus TRx share increased by 0.07%(CW vs. PW|) to reach 54.0%
>>
>>+  Nosignificant increase in Levemir NRx volume is observed due to Levemir FlexTouch launch at this point of time.
>>0  We will continue to monitor impact on a weekly basis
>
>>e  Commercial Plans:
>>0  Lantus experienced 3.18% NRx share loss within UHC commercial since Levemir experienced positive formulary
change(Tier-2 to Tier-1) beginning May’14 and Lantus experienced negative formulary change(Tier-2 to Tier-3) beginning
Jul'l4
>>0  Lantus experienced 5.01% NRx share loss within [JJJjij commercial beginning May’14
>>
>>e Part D Plans:
>>0  Caremark and ] show a stable NRx Trend
>>0 UHC NRx share stabilized
==
>> Regards,
>>Joe Balzer
>>
>
4
HIGHLY CONFIDENTIAL SANOFI SFC 00008937

Confidential commercial or financial information not
subject to disclosure under FOIA



>> <Lantus Weekly Brand Report - Week Ending 20140801jb.pptx>
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I Us Recommendation

Lantus Private Label Strategy

September 29, 2015
EXECUTIVE SUMMARY
Brand(s) Customer / Channel Type of Request Time Period
Lantus a4 Private Label Target July 1, 2015
Brand Strategy: Reassert Lantus’ leadership position to secure and accelerate volume growth in

light of the aggressive market challenges, Toujeo launch and biosimilar defense.
Differentiate Lantus as 1st basal insulin of choice.

Contracting Strategy: Support Brand strategy by preserving preferred access for Lantus in hospitals
through private label programs (i.e., || EGcNEEEEEEEEE .
a sole source contracting position in each program that will allow for Lantus to
remain in a strong position post-LOE at competitive pricing. Lantus would be the
first insulin in these programs, allowing for a significant opportunity to grow share
for the glargine franchise.

Recommendation: Enter into private label agreements with key hospital GPOs (| GG
I sor Lantus SoloStar and Lantus 10ml Vial. Would require that we label
branded Lantus in the private label program’s label. Maintain current branded
contracting strategy (discounts based on market share in the Acute Care COT only);
increase admin fee from 1% (current) to 3% (proposed).

Financial Impact: Through participation in the private label programs, we expect an approximate
10% increase in Lantus volume in the inpatient setting The only contracting cost
(pre-LOE) is additional admin fee; post-LOE we would have the opportunity to
maintain the business at competitive price points (likely across all COTs).

Risk Considerations: Significant long-term risk to Sanofi glargine business at key hospital GPOs if we
choose not to participate in the private label programs in the near-term.
Net Sales Analysis Due to the expected 10% increase in volume for Lantus | EGNGNGNGEEE

we expect financial upsides as follows:

Recommendation:

e Enter into a private label agreements with key hospital GPOs ([ . ) for Lantus
SoloStar and Lantus 10ml Vial. Would require that we label branded Lantus in the NovaPlus label.
Maintain current branded contracting strategy; increase admin fee from 1% (current) to 3% (proposed).

e  Our walk-in position with - would be for Lantus to be the only basal insulin available under the
GPO'’s private label program. The fallback position would be for a sole source glargine award. Branded
Lantus and any competitive products currently sold pursuant to agreements with - will continue
to be available to members. The initial focus for the strategy would be to enter into an agreement with
- as they are amenable to retaining the current contracting strategy (with only increased admin
fees) until market entry of biosimilar/generic competition.

e Premier would be a secondary target, as they have stated that they would require a single price point
across all COTs. If we have an agreement for private label for -based on the current contracting
strategy (with increased admin fees), we can likely move Premier off of their position and enter into a
similar agreement as the [ contract.

e These types of agreements will include generic product contracting terms, such as Right of First Refusal,
Failure to Supply, etc., which would become effective based on the market entry of biosimilar/generic
competition. These terms are standard in the generic market and would be a requirement in a post-LOE
environment.
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Winthrop US Recommendation
Lantus Private Label Strategy
September 29, 2015

Rationale for Recommendation:

e Our Sanofi goal is to retain as many diabetes patients on Lantus in advance of future pipeline expansion.
A weakened position in the Institutional channel, where the population and disease prevalence is
growing, would severely compromise our goal. A weakened presence in the hospital channel would also
likely have a negative spillover effect into outpatient, retail and LTC.

e lantus is losing accounts and share within the institutional channel because of aggressive discounting and
bundled contract offerings from Novo Nordisk and Lilly.

« Supports Toujeo launch by maintaining the availability of Lantus for Lantus patients currently on therapy
during hospital stays, which allows for the potential transition of appropriate patients to Toujeo upon
discharge through transition of care into retail and LTC.

e In conjunction with the recently-approved changes to the Institutional contracting strategy, this
agreement would secure a sole source contract for Lantus ||| i~ 2dvance of
LOE; including right of first refusal as competitors enter the market, greatly increasing the likelihood of
being competitive to help maintain strong Lantus business in the ||| || QBB vost-LOE. This
synergistic approach will allow Sanofi to quickly stabilize current business and accelerate volume and
market share growth.

B :ccount managers will drive utilization of private label products generally, which will
include Lantus private label NDCs, as a key part of their respective portfolios, allowing Sanofi Diabetes
field teams to focus efforts on Toujeo and transition of care pull through initiatives. GPO private label
representatives do not discuss the clinical merits of any particular products, but rather promote the
availability of participating products as part of their respective private label portfolios.

e Financial pressures from Health Care Reform and ACA have forced many hospitals and IDNs to review
their formularies including the insulin market. Hospitals and IDN’s now employ 60% of physicians and are
aligning EMRs and formularies to the clinics. If product is not on formulary at the hospital, the product is
non-formulary in the outpatient clinic, significantly disadvantaging the product.

e |f we sustain Lantus use in acute setting the patient is more likely to stay on glargine in the post-acute
setting. Likewise, a patient admitted to acute setting on glargine will likely stay on glargine. This is
particularly key for those [l members that are key academic institutions ||| N

e Lovenox was the first Sanofi product to be a part of these private label programs, helping to increase
market share post-LOE and the ability to maintain and grow volume and share at ||| | NN
pust-LOE in a highly competitive environment. The private label agreements were significant contributors
io our ability to retain hospital business at the two (2) largest GPOs in the channel, with the combined
volume of || r<presenting ~62.5% of all enoxaparin sodium used in the hospital
channel (at nearly 5 years past LOE). See appendix for additional details regarding Lovenox in the
NovaPlus program.
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Winthrop US Recommendation
Lantus Private Label Strategy
September 29, 2015

Contracting Assessment

e Positive financial impact due to expected increase in volume and limited additional contract investment
(in the form of increased admin fee):

- No upside in 2015; ~$3.5MM upside in 2016; ~$3.5MM upside in 2017; net of additional admin
fees.

e Having Llantus available to members through the private label programs will allow additional
opportunities for the field to engage in pull-through efforts throughout the transition of care continuum
for both Lantus and Toujeo. Only contracting cost (pre-LOE) is additional admin fee; post-LOE we would
have the opportunity to maintain the business on a long-term basis at competitive price points (likely

across all COTs under || N

Assumptions:
- Contract start date of October 2015; 10% volume increase begins in January 2016; incremental

volumes based on |||} 2ccount forecasts

- Incremental 2% Admin Fee for Private Label administrative services
- Includes budgeted average discount rates
- No budgeted price increases on Lantus Vial/SoloStar
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Winthrop US Recommendation
Lantus Private Label Strategy
September 29, 2015

e Positive financial impact due to expected increase in volume and limited additional contract investment
(in the form of increased admin fee):
- No upside in 2015; ~$1.5MM upside in 2016; ~$1.5M upside in 2017; net of additional admin
fees.

Manufacturing and Supply Chain Assessment
e No cost for label development; incremental cost would be due to any variation in COGs between brand
and private label.
e COGs for | :timated to be slightly higher than the branded presentations:
- Private Label SoloStar Mgmt COGs is ~1.68% higher than branded Lantus SoloStar
- Private Label 10ml Vial Mgmt COGs is ~4.51% higher than branded Lantus 10ml Vial
- Legal COGs for private labels are estimated based on the proportion of Mgmt/Legal COGs for
branded Lantus.
e Forecast volumes for private labels can be assumed under current manufacturing guidelines
e No Impact on Toujeo manufacturing.
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Winthrop US Recommendation
Lantus Private Label Strategy
September 29, 2015

SoloStar Vial
WAC $ 37276 | § 24851 $ 372.76 | § 24851
Net Price (Max Discount) $ 21993 | $ 146.62 $ 21247 | S 14165
Net Price (Avg Discount) S 257.20 | $ 171.47 $ 257.20 | § 166.50
COGS (Mgmt $) $ 711]$ 3055| [$ 7.23|$ 3193
COGS (Legal $) - est. $ 12516 | S 66.62 $ 12726 | S 69.63
Boxof5 10 Vials Boxof5 10 Vials

Gross Margin vs. COGs: SoloStar Vial SoloStar Vial
WAC 98.1% 87.7% 98.1% 87.2%
Net Price (Max Discount) 96.8% 79.2% 96.6% 77.5%
Net Price (Avg Discount) 97.2% 82.2% 97.2% 80.8%

Next Steps
Confirm final COGs with Supply Chain / Manufacturing / Finance and finalize Sourcing Case (CONFIRMED).
Finalize negotiations with key GPOs regarding agreements and format of private labels for Lantus.

Work with Regulatory to create new NDCs and Pls for private label Lantus 10ml Vial and Lantus SoloStar

(COMPLETE).

Work with Supply Chain on sourcing request and artwork / labeling.
Once labeling is approved, work with Supply Chain to formulate production plan for private label product,

based on forecasted volume.
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SITUATIONAL OVERVIEW: US HEALTHCARE COST PRESSURES

As US healthcare costs continue to rise and outpace spending on all other goods and services,
stakeholders in the healthcare system are looking for ways to control these costs. The cost of insurance
premiums and employee medical claims is at an all-time high. Business leaders are being called upon to
make changes at the workplace in order to curb rising costs. This is creating an environment where less
choice is becoming an acceptable trade off. Pharmacy Benefits Managers, like Express Scripts, are
leveraging their size and positioning their negotiating power as a solution to managing prescription drug
spends.

Given these healthcare cost pressures, George Paz, Chairman, CEO, and President of Express Scripts,
recently summarized this view which is generally consistent among his PBM and health plan peers:

“In the near term, we see an opportunity to work with our clients by moving away
from open formularies and adding utilization management programs...Both client
savings and our profitability improves as clients take advantage of advanced
formulary management options that focus on generic and lower-cost brands.
Through our advanced formulary and utilization management programs, we can
bend the clients' cost curve with little member disruption.”’

Aggressive pricing actions in high volume categories like diabetes (basal insulins), and specialty
categories such as MS have been singled out as trend drivers. Pharmaceutical products within these
categories are now becoming susceptible to utilization management tactics that were formerly not
employed in those therapeutic areas.

MARGIN PRESSURES ASSOCIATED WITH ACA IMPLEMENTATION CREATE MORE PRESSURE IN THE
SYSTEM

Several factors associated with the ACA place margin pressures on health insurance companies. These
pressures can drive payers to extract more rebate dollars and limit formularies. Some of the ACA drivers
of margin pressure are:

Guaranteed Issue/Elimination Pre-existing Condition Denials. Beginning in 2014, health plans are no
longer allowed to no longer deny enroliment or policy renewals to consumers based their costly pre-
existing medical conditions. This increases health plan’s costs.

Elimination of lifetime and annual covered benefit spending. Before the health care law, many health
plans set an annual or lifetime limit — a dollar limit on their yearly spending for each enrollee’s covered
benefits. Enrollee’s would need to pay for the medical expenses beyond those limits. ACA no longer
allows plans to do this. This increases health plan’s costs.

Medical loss ratio. Health plans now must meet certain thresholds when it comes to revenue and
expenses. The intent of the MLR is to eliminate excess profits and encourage administrative efficiencies.
Plans must demonstrate that at least 80% of their revenues (85% in the large group market) must be
accounted for with enrollee medical expenses. If they do not, consumers must receive rebate checks to
bring the accounting into line with the threshold. The US government has publicized that in 2012,
consumers received $500 million in MLR rebate checks and avoided $3.4 billion in upfront premium
increases that would have occurred had this and other polices not been in place. This is money that has
been taken out of the health plan sector.
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Government premium rate reviews. Health plans must submit to the government justification for any
premium rate increases of 10% or greater. The US government has publicized that in 2012, consumers
saved $1.2 billion as a result of this policy. This is money that has been taken out of the health plan
sector.

Fee’s to support the exchanges. In order to manage some of the risk of high cost enrollee’s in the
exchanges, health fees have been imposed on plans outside of the exchanges. Additionally, for health
plans that participate in the exchanges, fees are imposed for participation. This increases plan’s costs.
The 10 essential health benefits. The ACA requires plans to cover 10 essential health benefits: 1)
ambulatory patient services; 2) emergency services; 3) hospitalization; 4) maternity and newborn care;
5) mental health and substance use disorder services, including behavioral health treatment; 6)
prescription drugs; 7) rehabilitative services and devices; 8) laboratory services; 9) preventive and
wellness services and chronic disease management; and 10) pediatric services, including oral and vision
care. For those plans that did not offer such robust benefits previously, their costs increased with ACA.
Community rating. The premise behind a community rating (pure community rating, modified or
adjusted community rating) policy is that it sets the standards by which plans may or may not charge
certain enrollees higher premiums based on demographic factors. For example, pure community rating
would not allow older enrollees to be charged higher premiums than younger enrollees. Prior to ACA,
such standards were set at the state level. ACA has set standards at federal level. The overall financial
impact to health plans depends upon the overall market presence they have in select states.

e Transparent price competition. Plans that offer benefits in the exchanges now operate in a
standardized transparent premium price market. Theoretically, consumers will gravitate to
the lowest price when presented with supplier’s prices across standardized products
(Bronze, Silver, Gold, and Platinum). Such transparency expedites price competition. In the
race to offer low prices to attract consumers, health plan revenue can be strained.

e Uncertainty on enrollment and patient mix. Exchange plans are expected to cover the
medical expenses of a currently uninsured population. No historical data exists to predict
what their costs will be. At the same time, skepticism exists as to whether or not the
consumer penalties associated with not buying insurance (the individual mandate) is
significant enough to encourage enrollment of healthy individuals. In the event health plans
end up covering only the sick, and those expenses exceed the revenue generated from
premiums, plans will incur losses. While there are risk protections in place to help
compensate for some of these risks and losses, much uncertainly still exists.

Finally, the ACA set a precedent with is formulary coverage policy. While this policy does not place
pressure on plan’s margins, it does provide an excuse for health plans to assert more exclusivity on drug
formularies. ACA regulations allow exchange plans to cover one drug per USP category. (Medicare
requires at least two drugs per category). Plans may choose to exploit this precedent setting
government policy as they operate in the non-exchange market in order to leverage more rebates and
reduce costs.
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PATIENTS & EMPLOYERS DEMONSTRATING A HIGHER TOLERANCE OF RESTRICTION

Clients are demonstrating a higher level of tolerance for restriction. Evidence of this is the emergence of
exclusion lists implemented by Express Scripts and CVS Caremark. Starting in January 2012, CVS
Caremark removed 34 brand-name drugs from its standard national formulary. In selecting these
products, CVS Caremark cited the following factors: “the plans’ ability to obtain the lowest price for
formulary products, high product price inflation and the availability of viable lower cost alternatives. "

CVS Caremark claimed great success with this program. According to CVS Caremark:
e More than 100,000 members transitioned from the removed brands to lower cost
alternatives
e Plans saved an average $68.35 per transitioned script
e Members saved an average $18.86 per script
e There were virtually no member complaints

Emboldened by its success, CVS Caremark added 17 more brand-name drugs to its exclusion list for the
2014 plan year.

In August 2013, Express Scripts followed CVS Caremark’s example. Novo Nordisk lost two contracts with
Express Scripts—a contract for its diabetes drug Victoza, won by Bristol-Myers Squibb & Co., and a deal
for insulin Novolog, taken by Eli Lilly & Co. Among the medications being dropped in 2014 include a
number of major GlaxoSmithKline (NYSE: GSK ) respiratory products being marketed in the US. By far
the biggest name to lose coverage from Glaxo's product roster is its blockbuster Advair. This move
represented a willingness to move away from a market leading product in a quality driven therapeutic
area like asthma. Other recent formulary changes that demonstrate the willingness of a large payer to
employ utilization management in a class that had previously been considered “off limits” is
characterized by the preferred status and step edit of VPRIV over Cerezyme for Type 1 Gauchers Disease
by United Healthcare.

' Express Scripts Holdings, 2013:Q2 Earnings Call, July 30, 2013.
" Formulary Innovation Helps Payers Address New Market Challenges, CVS Caremark, June 2012.

PAYERS CLAIM PRICE PREDICTABILITY WILL BE “TABLE STAKES” FOR CONTRACTS GOING FORWARD

One of the pressures driving PBMs and plans to more aggressively manage prescription drug costs with
increased predictability is the pressure from clients to secure multi-year premium locks. Customers like
Prime Therapeutics, representing many of the Blues Plans throughout the country, have stated that
their client RFPs require three year commitments. They have significant challenges managing aggressive
pricing actions of high utilization products like Lantus as those changes in price have a measurable
impact on their forecasted revenue and profit margins.

This environment has created a tenuous situation for Lantus as payers look to control costs and Novo
grows increasingly competitive.
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SANOFI SITUATIONAL OVERVIEW: RISKS HIGHLIGHTED AS PART OF B14 PROCESS ARE MATERIALIZING
AT A RAPID PACE

During the 2014 budget discussion, the NA Pharma Leadership team identified increased rebates and
price predictability demands as a high risk for our business. This risk has quickly become a reality. The
healthcare market is changing at a rapid pace and payers are reacting strongly to pricing actions in the
industry. We went into 2013 with eyes wide open that the significant price increases planned would
inflame our customers. However, the strategy to close the price differential between the Lantus vial and
pen before the LOE period was believed to be critical to the overall long-term success of the franchise.
In addition, the shortfalls with Lantus demand generation and global profit shortfalls put pressure on the
US to continue with the price increases to cover gaps. It is difficult to determine whether we would face
these risks anyway if we hadn’t taken the price increases.

Lantus WAC Increase
(Cumulative 2012 - 2013)
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Based on an analysis of 2012 and 2013 volumes, priced at the January 2012 WAC compared to actual
sales dollars, we can attribute an incremental $1.3 billion dollars in net sales to the pricing actions that
took place in 2012 and 2013.

IMMEDIATE THREATS OF REMOVAL OF LANTUS FROM FORMULARIES EFFECTIVE JULY 2014

There are three immediate threats to Lantus: United Healthcare/OptumRx, [ G
B Bascd on Budget 2014, the books of business at risk in these 3 accounts represent
$456MM in 2014 gross sales and $424MM in 2014 net sales. The no contract scenario for these
accounts differs significantly as the levels of control for each account differ.

Net Sales Loss Summary

Loss Net Sales
FY 2014 | Sales | s [ Sales | % | Assumption Loss
OPTUMRX $268 $13 | $254 | 5.0% 27% ($17)

TOTAL $456 $31 | $424| 6.8% 50% ($76)
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OPTUM Rx/UNITED HEALTHCARE

OptumRx/United Healthcare notified Sanofi in early November of their intention to conduct a basal
insulin category review. We flagged this notification as part of the budget process. The customer cited
pricing actions within the category as the driver for the review. Multiple discussions have occurred with
both clinical and financial decision makers at both UHC and Optum Rx.

Currently, Lantus vials are in a tier 2 co-preferred position with Levemir vials. Lantus solostar is in a tier 3
position along with Levemir Flexpen as United has historically positioned pens as a higher tier option.

Multiple offers have been presented with the most recent offer being 15% rebate with a price
protection threshold of 7% using a baseline date of January 1, 2014. Throughout the negotiation the
customer has held their ground on a demand of 33% for a co-preferred position and 43% for an
exclusive position. These financials are challenging to reconcile as they would not allow Sanofi to break
even until the end of 2016.

ACTION BEING TAKEN BY THE US TEAM: We are holding on our offer at 15% rebate. If the account
rejects the offer, Lantus would be moved to a tier 3 non-formulary position effective July 1, 2014.
Analogs show a 27% loss in volume in 2014 and a 45% loss in 2015. Analogs that would impact Lantus
are primarily based on losses seen with Januvia after the same controls were put in place that we would
face with Lantus.

OptumRx/UHC Financials:

OPTUMRX

Y2016

Gross:|Rebate | Net::|Rebate
Sales |§s [ Sales % RXs MS

Scenario:
BUDGET %

NO CONTRACT | $241 $3| $237 | 1.3% | 550,975 |71.6%| [ $187| s0| $187 ] 0.0% | 402,273 |48.4%|| s162| $0| $162] 0.0% | 328,608 |36.8%|
Variance to Budget $10) (817)

15% + PP | $268| $29| $239[1o.8%
Variance to Budget 316  (316)
Variance to No Contract  $26  $1 58,886 7.7% $67 252,836 30.5% $128 371,749 #1.7%

609,861 |79. 3%|

$3o4| $50| $254|16.4%| 655,109|78.9%|| ss45| $55| $289|16.0%

700,357 |78. 5%
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ACTION BEING TAKEN BY THE US TEAM: We will make an initial offer of 24% with a fallback position of
27%. We anticipate no more than one opportunity to renegotiate based on the nature of the RFP
process being used. The recommendation of 27% is based on customer dialogue and net cost to plan
analytics with a competitive Novo bid assumption of 50%. Any decision made by - will be
implemented July 1, 2014.
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ADDITIONAL SIGNIFICANT ANTICIPATED THREATS

Based on preliminary feedback we have received from ESI, CVS Caremark, and -, there is significant
concern that these accounts will initiate RFPs outside of their normal bid cycle as well. ESI had
previously communicated, in late 2013, that they anticipate a review of the basal insulin category as part
of their Exclusion List offering in the mid-2014 timeframe. At that time we offered an incremental 1.5%
to stabilize Lantus through 2015 and remove Auvi-Q from the exclusion list. The offer was rejected due
to an unwillingness to remove Auvi-Q from the exclusion list at that time.

Account Current Rebate Level Contract Expiration Date
ESI 7.6% 12/31/15
CVS Caremark 7.7% 6/30/16

Despite general agreement that Lantus represents a clinical advantage over Levemir, the aggressive
competitive activity of Novo coupled with the increasing pressure to reduce healthcare spend in the US,
has made historically successful pricing and contracting practices unsustainable.

In an effort to mitigate an open negotiation with the big three PBMs that could result in rebate demands
north of 20%, the US will use price protection as a means of stabilizing our position for Lantus. We
believe with a customer like ||| EGcNNEEEEEEEEEEEEEEEEEEEEEEEEE | o!d off more
aggressive terms being requested. We plan to leverage this tactic since we anticipate minimal benefit
from Lantus price increases post July 2014 assuming a bio-similar arrives in mid 2015.

The summary chart below looks at various scenarios to including:
® no contract
e price protection only
e increase in our level of rebates to 15% and 24% with an assumed start date of January 1 2014.
(Note: Plan is to start offer at a July 1 2014 baseline in order to minimize exposure)

It is important to understand that any increased rebate level will also come with protection demands as
these PBMs are under significant pressure to secure 3 year premium locks with their clients. Therefore,
proactively leveraging price protection with no incremental rebates is the approach that creates the
greatest chance of stability with the least amount of net sales exposure.

PBM Multi Scenario Summary

PP January 2014

Gross [Rebatef Net
Sales |98 Sales |

FY2014 BP:January: 2014 +:24%:
Gross | Rebate: Net | Rebate:

A [saiss|gs i saies | %

UG Cenano s

ESI $1,370 $58 [$1,312| 4.2% || $1,531 $116 | $1,415| 7.6% $1,631 $150 | $1,381 | 9.8% $1,531 $210 | $1,321 | 13.7% | | $1.531 $283 | $1,248 | 18.5%
CAREMARK $676 $29 | $647 | 4.3% $755 $58 | $697 | 7.7% $755 $74| $681| 9.8% $755 | $103 | $652| 13.7% $755 | $139| $616 | 18.4%
r 1 [ | r_N r o
TOTAL $2,296 $97 | $2,199 | 4.2% ||$2,576 | $195|$2,381| 7.6% $2,576 | $250|9$2,326 | 9.7% $2,576 | $351|$2,225 | 13.6% | | $2,576 | $473 | $2,103 | 18.4%
Variance to Budget (598) (5162) $55 (855 $167 (3157) 5279 (3279
Variance to No Contract $98  $182 $153  $127 $255 $25 $377  (397)

SUMMARY OF OVERALL RISK AND RECOMMENDATIONS BY ACCOUNT

In summary, imminent 2014 net sales risks range from -$76MM (no contract scenario) to -520MM
(proposed action of $43MM in rebates offset by $23MM in budgeted rebates) as a result of the
situations at OptumRx/UHC, Aetna, and Kaiser.

Additional risk ranging from -$182M (no contract for ESI, Caremark, [JJij to -$56M (price protection
beginning January 2014) is anticipated, putting our total risk range from -$76M to -$235M for 2014.
(Total risk range accounts for $23MM in budgeted rebates. See summary chart below.)
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In addition to continuing to emphasize the clinical value proposition of Lantus and driving more senior
executive engagement in the payer space, the team will look to use price protection as a means of
stabilization as we believe we are at a point in time where this is a demand that has come to fruition and
waiting for customers to initiate class reviews will lead to further deterioration of our GTN or a loss of

position.
Summary of Proposed Actions by Account
G R Proposed i Adtion
2014 Budgeted Rebate [ Proposed Rebate Level| Price Protections Threshold | Price Protection Start Date
OptumRx/United Healthcare 5% 15% 7% January 12014

Express Scripts 7.6% 7.6% 7% January 12014

Summary of Net Sales Exposure No Contract Vs. Proposed Action

No Contract Scenario Net Proposed Action Net
Sales Variance to Budget Sales Variance to Budget
Accounts. . i(smMmy.. . ((SMM)
OptumRx (UHC) (517) (516)

ESI (5102) (S34)
CVS Caremark ($50) ($16)

REBATE $ IN BUDGET $23 $23
VARIANCE TO
BUDGET ($235) ($76)

OVERVIEW OF ANALYTICS TO UNDERSTAND PLAN PERSPECTIVE: NET COST TO PLAN

As accounts assess the “value” of offers they receive they will look at how total spend within a category
shifts based on respective company offers and share change assumptions.

We do not believe portfolio contracting is at play in either || 5GNGCGGGEEEGEGEGEGE b2scd on

customer dialogue and the formulary position of other Novo brands within those accounts. Rather, it is
our understanding that Novo is taking a very aggressive approach with their Levemir discount levels. We
also understand from UHC that they are being more aggressive with their price protection terms. Based
on customer feedback it appears they are setting their baseline start date in the September 2013
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timeframe making their price protection offering more compelling that the January 1 2014 baseline that
we offered for Lantus.

In summary, our understanding at this point is that their offer must be greater than 53% rebate on
Levemir with a price protection clause that has a baseline start date in the 2013 calendar year. Our
intelligence around the ] offer is less developed however it is our understanding that they offered
somewhere in the 40% range to secure the legacy [} business therefore, that is our baseline
assumption on what they would bid for the now combined, ||| | | | N N business.

OptumRx/UHC Net Cost To Plan Analysis

_ Total Net
: Cost To:::
Scenario Plan
Current State 2.6% $264 25.0% $59 $323
Sanofi Offer of 15%
and PP 17.9% $223 35.0% $51 $274
Levemir BreakEven
relative to Sanofi 15% 0.0% $198 52.5% $76 $274
Offer
OptumRx Ask of o o
Sanofi for Exclusivity | +3-0% 3167 G.0% 357 $224

$s in Millions
Levemir must offer a rebate > 53% to beat Sanofi offer of 15% based on a
Year 1 shift assumption of 27%
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Despite our belief that portfolio contracting is not at play in these two accounts, we do believe they
have leveraged this in accounts where they have a broader foothold. An example of this is
CVS/Caremark MMA Part D where Novolog is preferred over Humalog. Previous negotiations that took
place in February 2013 implied portfolio offer and internal analytics supported that assumption. The
summary below represents the analytics that were done at that time:

Caremark Part D Net Cost To Plan Portfolio Analysis - Feb 2013

Net Cost to Plan = Pharmacy Reimbursement + Pharmacy Dispensing Fee - Rebates

Scenario

Current State 25.0% $448 40.0% $113 0.0% $9 $570
Sanofi Offer of 34% and PP 34.0% $396 40.0% $113 0.0% $9 $518

Novo Break Even: 45% Levemir
Rebate + 5% Rebate on other 0.0% $166 45.0% $352 25.0% $27 $26 $518
Novo Products

We are currently not in Lantus negotiations with CVS/Caremark, however we know this account is at risk
based on recent exchanges. Our concern is the ability to leverage a broader portfolio and a potential
expansion of the exclusion list poses a significant threat. It is our intent to leverage price protection as a
means to stabilize the account through 2015 in an effort to thwart an open negotiation that would
result in significant incremental rebate exposure or potential loss of the account.

North America is working on options to cover this risk range. They include:

Seprafilm promotion X dollars (excluded from budget)
Divestment of Products X dollars
Reduction of Diabetes A&P X dollars

We remain committed to achieve our budget for 2014 and are hopeful that divestments can be used to cover
these risks/gaps. |If this cannot be leveraged, then it will require difficult choices with investments for Diabetes be
included in our actions recognizing this creates risk for us in demand generation.
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Executive Summary
Informing USPC of Proposed Deal Terms
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Proposal Terms and Financial Summary

®
2014 Rates

{$s in millions)

Product
Lantus

Renvela/Renagel

Apidra

Multag

Total
Key Assumptions: LRP

2014 Rates

~ Product _ Blend | Threshold

Lantus Vial

Lantus SS

Renwela/Renagel

Apidra

Multag

{PP Baseline Date: December 31, 2011 WAC 1§ {PP Baseline Date: December 31, 2014 WAC E
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Risk\Mitigation Strategy & Monitoring

* Monitor formulary status
* Compare actuals to forecast
* Ongoing business updates by Market Access Team
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Back-up
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BACKGROUND
OptumRXx

® Part D accounts for ~25% of United'’s total revenue
® #1 Medicare Part D provider
e Lives are geographically spread throughout all 50 states with Part D market share range of 15-30%

e HIRC Managed Markets and National Accounts Fall 2013 publication reported OptumRx had 5MM
PDP lives and 3MM MA-PD lives

+ Rounding out the top 3 were [Jllwith 5.3MM total lives and Caremark Silverscript with

4 4MM
e United Medicare and Retirement has a marketing partnership with™¥## MedicareRx Flans

e OptumRx has qualified for all 34 auto-enrollee regions in 2014, up from the 30 regions in 2013 and
only 8in 2012

® [aunched new low cost Saver Plus PDP Formulary in 2013 to
e address CMS Meaningful Difference benchmark;
e fuel enrollment growth; and
e reduce plan net costs

® [antus Opportunity

FOR INTERNAL USE ONLY
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MARKET OVERVIEW
Lantus

® Aggressive Competitors

e Displace Lantus in High Control Plans and Markets (i.e. Part D) through increased rebates and/or
portfolio offers for the sole purpose of removing Lantus from favorable formulary access

e Attempts to minimize the clinical differentiation between Lantus and Levemir

® Aggressive Payers

e Price Predictability
« Accounts requiring more value from price predictability

« Extension of Timeline/WAC Evaluation periods lengthened, e.g. Caremark Price Protection from June 2013
thru December 2014 for the 2014 Contract, ES| Requesting 2-Year Price Protection

+ Demand for lower threshold percentages

+ Discontinue calculations that exclude prior pricing activity from carrying forward, e.g. no more Reset
Calculations

e |Increased Discounts

« Caremark increase in base rebates was needed to remain on formulary
« Caremark Base 25% to 32% for 2014

e Benefit Designs
* Accounts have shown willingness and ability to remove Lantus from Formulary

- Cigna 2012, . OptumRx Saver Plus 2013, |
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MARKET OVERVIEW
Lantus
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Payco Scores — MMA Part D
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ESI/MEDCO PART D
LANTUS
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ESI/ Medco Medicare Part D Lives Estimate

® ESI|/Medco
e ESI| and Medco Combined - 1,689,000 PDP lives

e ESI and Medco alone rank 5t in the channel and represent 5% of the
business

o ES|, I combined represent 4.6 MM lives and 15% of

the total business in the channel
® LIS lives
e Medco 65%
o ESI 40%

Average: 50%
Source: Amundsen

SanofiUs | 2
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ESI/Medco Medicare Part D Ranking based on
contracted gross sales
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ESI/Medco Medicare Part D Trend for Lantus
(Select Insulin Market Basket)
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2012 2013

2014 RFP Bid

2014 RFP Ask
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Situation Analysis: Competitive Intelligence/
Customer Feedback

® Customer has communicated that competitor has enhanced their offer since
2012 discussions

* Customer quote “ Only need to move 1 in 4 Lantus patients to break even
on rebate line”

* Comment made prior to 2014 bid

* Suspect offering may be across broader diabetes portfolio (including
Novolog, Novolin, and Victoza)

* Note: Do not have documentation. Based on customer commentary.

SanofiUS | 6
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Situation Analysis: Customer Request

® Financially driven decision by ESI

e 15% is the minimum acceptable offer
® Why?

e 2012 blended rate is 7.45%

+ Believe customer willing to accept 50% increase in rebate to not deal with
disruption despite comment that only need to move 25% of Lantus volume
in order to break even on rebate line.

e Other discussion points:
* Bio-similar timelines are not a consideration

« Their analysis shows a difference but not a significant as Lantus
claims.

* Lantus vs. Levemir utilization reviews with ESI clinical team have
occurred but not provided any tractions

« ESI analysis shows 15% more utilization of Levemir vs. Lantus
» Customer sensitive to 2012 price increases

« Competitor has taken similar increases but they have also enhance
rebate offering

SanofiUsS | 7
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Level of Control: Payco Scores MMA Part D
Overall
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Key Financial Questions
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ESI Net Cost to Plan Analysis (NCTP)
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Financial Summary: Deal vs. No Deal
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Financial Summary: Impact on the GTN in
dollars and percentage

R
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Recommended Course of Action

Sanofi US
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Back Up
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ESI Net Cost to Plan Analysis (NCTP) Detail
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Analytics Assumptions
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ADDITIONAL FEEDBACK/ ASSUMPTIONS
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Current Situation v Degludec Defense
Strategy Assumptions
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MAXIMIZING THE ACCESS
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Medicare Market Dominated by Handful of
Large Players

United 4,234 2,474 6,707

Humana 2,906 1,859 4,765 15%
CVS Caremark** 4,018 0 4,018 13%
Coventry***** 1,494 251 1,745 6%
ES|*** 1,689 0 1,689 5%
CIGNA**** 1,269 396 1,665 5%
WellPoint 544 661 1,206 4%
Kaiser 0 1,067 1,067 3%
WellCare 891 156 1,047 3%
Aetna***** 470 199 670 2%

Stellar
Good
Good

Stellar

NR
Average
Good
Stellar
Stellar
Average

Source: CMS Monthly Report by Contract, June 2012, HIRC.

7000
5,000 4

5,000
4,000
3,000
2,000 ¥

1,600

# MAPD
@ PP

Almost 32 million Medicare
beneficiaries
® 10 million LIS
About two-thirds of Part D enrollees
(63%) are in stand-alone PDP plans;
remaining (37%) in Medicare
Advantage plans with Part D coverage
(MA-PD).
High level of consolidation
The top three Part D companies have
49% of enrollees.
M&A activity continues to increase
concentration of business.
® ** CVS Caremark purchased
UAFC/MemberHealth;
® *** ESI purchased Medco
® **** CIGNA purchased
HealthSpring/Bravo;

® *****Aetna/Coventry (2014)

HIGHLY CONFIDENTIAL
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US Pricing Committee

Lantus, Toujeo, and Afrezza Pricing and
Contracting Guidelines Proposal and
Approvals
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USPC - Recommendations
WAC Pricing: Toujeo & Afrezza

« WAC Pricing — Toujeo > parity priced to Lantus at the unit level ($.2485 / IU)

v $335.48 / Box > 3 pens

« WAC Pricing — Afrezza > hybrid pricing structure at $16 / day target

v 360 unit pack = $226
v' 480 unit pack = $252
v 600 unit pack = $279
v 840 unit pack = $317
v 960 unit pack = $329
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Speaker Notes for Slide 2

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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USPC - Recommendations
Contracting Guidelines

REVISED LANTUS TOUIJEO AFREZZA
Pri Max Di t Pri Max Di t Pri
Max Discount / Fixed Price I‘ICE. a;-c lscm-m / rlce- a:.r. lsccn-m / nce-
Protection Fixed Price  Protection Fixed Price  Protection

Channel Vial SS Pen

Commercial 30% 30% 6% 30% 6% 23% NA
Medicare - Preferred 35% 35% 6% 35% 6% 23% NA
Medicare - Non-Preferred NA NA NA 15% NA 23% NA
Managed Medicaid 5% 5% NA 15% NA NA NA
Medicaid Supplemental 85% 85% NA 0% NA NA NA

HIGHLY CONFIDENTIAL
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Speaker Notes for Slide 3

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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15B Forecast Review...Toujeo-Lantus parity WAC pricing
assumed...Afrezza price assumed at $12 / day

Product TRx % Growth vs PY
Market TRx % Growth vs PY

DEMAND Units
Factored Public Demand Units
Demand Units - PY
% Growth vs PY

Retail Units per TRx

Lantus Toujeo Glargine

_____ 51 LeY .| ) R - ]
68.9% 2.8% 71.6%
_____ L O T ] R -]
1.5% 5.6%
5.4% 5.4% 5.4%

48,344,931 1,976,641 50,321,572

46,987,925

2.9% 71%

1,976.4 2,418.6 1,993.6

CHANNEL INVENTORIES

Ex-Factory
Factory Shipment Units

AGP per Unit

Gross Sales
Gross-to-Net

Net Price per Unit

Net Sales - PY

% Growth vs PY

A
: G

HIGHLY CONFIDENTIAL

48,068,541 2,234,323 50,302,864
$ 0.2485 $ 0.2485 $ 0.2485
$11,945,394 $ 555,263 $12,500,657

40.2% 64.8% 41.2%
$ 0.0998 $ 0.1610 $ 0.1025
$ 5,630,044 $ 5,630,044
-14.8% -8.4%

Confidential commercial or financial information not

subject to disclosure under FOIA

Afrezza

6.7%

124,565

1,126.0

159,530

$ 0.3343

$ 53,325
90.0%

$ 0.3009
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Speaker Notes for Slide 4

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Lantus Current Channel Guidelines

Max Discount / Price Contracting Strat Obiecti
ntracting Strate ective
Fixed Price Protection ° g Strategy ©hl
Channel Date Vial SS
Commerdial 02/01/11| 15% 20% NA Drs_:sount range allow for selective responses to mwdlyuad threates and competitive
pricing pressures. Secure 1 of 2 products where possible.
Medicare 01/01/14| 35% 35% 6% Maintain preferred position. Secure 1 of 2 products where possible.

Maintain and win new preferred positions in his high control segment. Cap

Managed Medicaid 01/01/14
. /01/ discounts less than 100% including costs.

Medicaid Supplemental | 10/01/10 Maintain coverage in states requiring supplemental discounts.
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Speaker Notes for Slide 5

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Toujeo Strategy Overview

Tom Blount
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Speaker Notes for Slide 6

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Excerpt from US Toujeo strategy

Vision
“Aspiration?”

Goal
“Broad What?”

Objectives
“Specific
What?”

HIGHLY CONFIDENTIAL

Increase awareness of the unmet needs
evident with basal insulin therapy and its
key drivers

Establish Toujeo as the differentiated
solution

Rapidly achieve patient access that is
competitive against alternative basal
insulins

1 Independently of engagement in our integrated patient solution

Confidential commercial or financial information not
subject to disclosure under FOIA
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Executing our strategy will allow achieving 2015 targets

Become the preferred /

basal insulin

“Toujeo has 13% of the new
patients share for the year

Tier 2 access in 75% of
commercial lives

B R AT Yok BT e e
SANMOR DiABET LD L SOURCE: Glargine forecast (Oct 8); Team analysis
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Toujeo® Launch and Market Assumptions

Current Toujeo® Launch Assumptions § Competitive Assumptions

* PDUFA February 24, 2015 » Lilly/Bl in June 2016
¥ fltg;kmg anttjl ph:’"?ffy promotion in March » Merck Q3 2016 followed by Biocon/Mylan Q1 2017
promotion Apri - Degludec resubmitted Q2 2015 with launch Q2 2016

* PegLispro launch Q2 2016
Already in the market
(2014)

~ Potential . Ppotential launch (2016/2017)
launch

£ % MERCK
Pt
"""""""""""""""""""" BARTSLIEES HIMIN
Glargine s Short laun Q3 2016
| before newentrants......- .G s ——————————

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, LY2605541 Tresiba® US
4 Peg Lispro (Degludec,
De%é!udecﬂ

Q2 2015

SANOFI DIABETES g
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Toujeo Forecast & Scenario Overview

Carlos Soria
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Speaker Notes for Slide 10

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Toujeo bottoms-up forecast sets the top-down

forecast...Commercial channel key focus

Ex: ESI Com. 2015

 Contracted Lantus data by account
- Divided by projected IMS Basal market share

é

Lantus 7 MIU
68.5% Share
= Mkt 10.2 M IU

Account Management Intelligence
Timing and tier status of formulary decision
Rebate level and impact on Lantus

Mar: T3 Open Lives
July: Broad T2 at 40%
Rebate

Recently launched diabetes products including
Bydureon

Align to patient model peak share (28% 2018)

Apply analog curve |
with 2015 exit share of |
16% =06 M IU |

« WAC unit parity to Lantus

HIGHLY CONFIDENTIAL
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WAC $0.2485 /U =
$149 M Gross Sales

g o

40% Rebate
$94 M Net Saleg
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15B — Key accounts = ESI, CVS-Caremark, [l

Caremark
Customs

OptumRx

18

15.3

T2

T3

Account CO\':ered Lantus Tier Toujeo Tier Rebate 201.5 il
Lives Exit Share
ESI 62
Open 21 T2 T3/T2 40% Jul'ls 18.0%
Exclusion 21 NC/T2 40% Jul'ls 14.8%

LE

i Oit-Out 18 T2 NC N

NC

NA 13.1%

NA 4.1%

ESI

Open, Excl, Catamaran

Caremark

5.3
i

5.8

Preferred T2

Preferred T2

Preferred T3

NC

NA 3.2%

HIGHLY CONFIDENTIAL
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Toujeo 15B = $360M...132K patients. Commercial
channel key demand = 72% of total demand sales

Gross Sales 555 $ 3,544 $ 6,143
Demand S 486 S 3,347 S 6,089
Commercial S 352 S 1,860 S 3,032
Medicare S 90 S 1,187 S 2,508
Hospital 5 5 & 33 S 61 $ 2485 I IU
Medicaid S 24 S 167 S 304
Inventory S 69 S 196 S 55
Avg. WAC/kIU > /% 2O GG T
GTN 64.8% 52.9% 47.5%
Net Sales S 360 S : : :
Demand S 392 $ 2,119 $ 3,572
Commercial S 272 S 1,228 S 1,971
Medicare S 90 S 717 S 1,310
Hospital S 3 S 23 S 39
Medicaid S 15 S 65 S 104
LTC S 13 S 86 S 148
Other Deductions S (83) S (367) S (683)
Inventory s - D 124 S 32
Patients (000) 812 1,351
Exit Patients (000) 330 1,245 1,434
SANOFI DIABLTES @
HIGHLY CONFIDENTIAL SANOFI SFC 00009395
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Aggressive coverage will allow additional access
in both commercial and Medicare accounts B Covered

Percent of USA covered lives in 2015

May'15  July’15  Oct’15 May'15  July’15  Oct’15

by
1
: »
b SRt _.4._' Tl atats 20
i P FaTaga)
i Fhe SN
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Aggressive scenario would allow market share of 21% when
the biosimilar enters the market

Exit market share — Commercial volume' Exit market share - Part D volume'
July 2016 (Biosimilar launch), % July 2016 (Biosimilar launch), %
21

17

Base Case Aggressive Base Case Aggressive
Access Access

1 Addressable volume; analysis using bottom up account model
SOURCE: Glargine forecast; Account model; team analysis

21
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Aggressive Scenario - incremental coverage in Medicare
with Wellpoint, CVS-CM, [l Optum, & [

.

0 t-Out 18

Optume

Account Covered Lives Lantus Tier Toujeo Tier Toujeo Rebate 2015 ;::ieeo Ex
ESI 62
Open 21 T2 T3/T2 40% Jul'l5 18.0%
Exclusion 21 T2 NC/T2 40% Jul'l5 14.8%
% Caremark 36
2 Customs 18 T2 T2 45% Oct'15 15.6%

45% Oct'15 9.8%

4.1%

Open Excl, Catamaran

Caremark

OptumRx

SANOF! % et fi
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Preferred T2

Preferred T2

Preferred T3

Changes to Base Scenario in Red

50% Jul'l5

61% Sep'l5
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Aggressive scenario - incremental patients (132K to
185K)...-$107M impact to Lantus (-$84M Glargine impact)

Gross Sales $ 555 S 3544 S 6,143 S 660! S 4658 S 7,321 S 106 $ 1,114 S 1,178
Commercial 8 352 Si 1,860 S 3,032 i ------- .36, th S 1,949 S 3,094 S 10 S 89 S 62
Medicare ) 90 Si 1,187 S 2,508 "‘\; S 175/:’ S 2154 S 3,611 S 8 S 9%7 S 1,102
Hospital 4 5 % 33 % 61 S5/ ¢ 33 § 6l € = & - B s
Medicaid g 24 S 167 S 304 ) 241 S 167 S 304 S - S - ) -
LTC 9 15 S 100 S 183 S 15 S 100 S 183 S - S - S -
Inventory ) 69 S 196 S 55 S 791 S 254 S 68 S 11 S 57 S 14

Avg. WAC/kIU ) 249 S 261 S 274 ) 249 | S 261 S 274 S E S - S -

GTN 64.8% 52.9% 47.5% 58.0% 52.5% 46.6% -6.9% -0.5% -0.9%

Net Sales $ 360 S 1,876 S 2,920 <§ 38”3", ,)5 2,443 S 3,415 S 23 S 567 S 495
Commercial $ 272 $i 1,228 $ 1,971 $ T 267|$ 1,282 $ 2,008 $ (5 ¢ 54 $ 37
Medicare ) 90 S 717 S§ 1,310 S 131 S 1,310 S 1,893 S 41 S 593 S 582
Hospital ) 3 S 23 S 39 S 318 23 S 39 S - S - S -
Medicaid ) 15 S 65 S 104 S 151 S 65 S 104 S - S - S -
LTC S 13 S 86 S 148 S 13| S 86 S 148 S - S - S -
Inventory ) 55 S 124 S 32 S 58/ S 159 S 40 S 3 S 35 S 7
Other Deductions 9 (88) S (367) S (683) S (104)] S (483) S (815) S (17) S (115 S  (132)

Patients (000) 132 812 1,351 185 ) 1,019 1,537 53 206 187

Exit Patients (000) 330 1,245 1,434 462 1,487 1,632 132 242 198

Lantus Net Sales Variance

Giarwgine Net Sales Variance
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GTN Risks & Opportunities

GTN Risks/Opportunities Budgeted Utilized Remaining
Medicaid $120 S120 SO
At Risk Contracts S69 S13 S56
Toujeo Access S12 S9 S3
Other Incremental Positive S2
Other Incremental Negative (S1)
Total S286 S142 $145

. Limited puII-through with price increases .Lantus price
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Aggressive scerario impact to Lantus Rebates =

+$67M...+533M in Commercial & +$34M in Medicare

Payer Channel Initial Date

ESI Part D

cvs Part D 7/1/2015
CVS Commercial ~ 7/1/2015
éOptum Part D 9/1/2015
éOptum Commercial
Comprehensive  Part D

Lantus Incr Lantus Gross Lantus Gross
Rebate S Full Yr

1,162
2% $729 S364
5% $838 $419
2% $922 $307

$180

$135

Incr

S Impacted Rebate S

Base
$12 M
Incr.
S7 Aggressive
56 ($67M Total

Aggressive)

Total

S P

HIGHLY CONFIDENTIAL
Confidential commercial or financial
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Lantus and Toujeo budget forecast rebate comparison by
account...Glargine rebate at 32 & 36% (Com & Medicare)

Sanofi Glargine Total

Gross % Net
SM Sales Rebate Rebate Sales
ESI 1,668 591 35.5% 1,076 1,817 646 " 36% 1,170
Caremark 875 353  40.3% 522 925 353 i 38% 572

‘ 188 99 52.6% 89 6 - 0% 6 194 9s 51% 96 ‘

Other | 403 64 ! 497 79 16% 417
Total Commercial | 3,704 1,222 4,056 1,303 4 g -

ESI Part D 1,162 256 22?0% 907 | 1,181 256

Caremark Part D 761 387 50-8% 374 ' 773 387 50% 386

-
e

Other ‘ 798 204  25.6% 594 24 - 24 822 204 25%. 618

Total Medicare 4,675 1,737 37.1% 2,938 920 - 920 4,765 1,737 i (.36% 3,028

secured

+ Once access is secured Toujeo rebates are as follows: ESI 40%, F (note Lantus rebate
o ESI,

HIGHLY CONFIDENTTIAL SANOFI_SFC_OOOO9402
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Total Glargine rebate risk comparison...10% incremental
Toujeo rebate drives 0.9% incremental on Glargine

%J‘
SM ! »* Gross Sales % Rebate oujeo Rebate % Rebate
ES| 149 37% 1,817 36% 15 0.8%
Caremark 50 0% 925 38% 5 0.5%

OptumRXx 6 0% 194 51% 1 0.3%

©0
-
0
N

Other | 94 16% 497 6% 9 19 ﬂ_
Total Commercial 352 23% 4,056 32% 35 < 0.9%D

Adding an incremental 10% rebate to all Commercial Toujeo business leads to an
incremental 0.9% rebate to the total glargine 2015 sales

HIGHLY CONFIDENTTIAL SANOFI_SFC_OOOO9403
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Toujeo WAC Pricing Recommendation

Tom Blount

o
: -
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Speaker Notes for Slide 22

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Toujeo WAC Pricing Recommendation...$.2485 / IU at parity
to Lantus & Levemir (IlU-basis)

Toujeo recommendation is priced at parity to Lantus & Levemir on a unit basis

WAC Price

. IUs per mL 100 300 PriceperiU $0.2485 $0.2485
$335.49 Per Box IUs per pen 300 450 Priceperpen $ 7455 $111.83

— $0.2485 per IU mLs per pen 30 15 PricepermL $ 2485 $ 7455

Pens per box 5 3 Pens per box 5 3

IUs per box 1500 1350 Price perbox $372.76 $33548

Rationale

« Supports Toujeo strategic objectives to gain rapid patient access that is competitive
to alternative basal insulins and to remove cost as a barrier for switch patients

— Neutralizes 0b'|ections to cost since Tou'|eo has onli a small window in which to iain access

Keeps Toujeo WAC in proximity to Levemir, defusing competitive threats

— Reduces cost arguments when biosimilar glargine products launch since not aggressive

« Payors overwhelmingly preferred a low WAC, low discount for a new basal insulin,
noting a high WAC only hurts patients with coinsurance on their pharmacy benefit

* “In reality, net is net, but the WAC changes what the consumer pays out-of-pocket. | would rather have
low WAC, low discount every time” — Pharmacy Director

« A WAC premium would require deeper discounts to achieve net parity to Lantus

...... i A Nig : A
SANGH . g ; L USMarket Access
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Toujeo Pricing & Contracting Research
Key take-aways > premium price will impede access

Toujeo access will depend on net cost of glargine

* Premium pricing generally results in non-preferred or restricted status for Toujeo, especially
since payers believe there are few unmet needs with current basal therapy

* Majority of HCPs indicate a high willingness to prescribe Toujeo; however, the willingness to
prescribe was negatively impacted by an increased copay

« Almost all current basal patients would accept their doctor’s recommendation to switch to
Toujeo if there were no additional cost—acceptance drops if copay is increased

Toujeo is seen as a parity product to Lantus; Toujeo access will depend on net

cost of the glargine franchise

+ Discounts on Lantus for Toujeo preferred access can increase Toujeo
preferred access but effect diminishes when Toujeo is priced at premium
Toujeo is acknowledged for its effect on hypoglycemia for Medicare patients
but that differentiation may not be meaningful enough to warrant preferred

Managed
Care Payors

access
Healthcare HCPs responded favorably to blinded profiles of Toujeo but access barriers and
Providers increased co-pay appear to offset clinical advantages of Toujeo

Patients responded favorably to blinded profiles of Toujeo but would ultimately

Patients | .
choose a lower cost agent over Toujeo

Source: Compass P&C Research July 20134%
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Commercial Channel Contracting Guidelines
Lantus & Toujeo

Shawn Jacot

SANGR \ﬁg { USMarket Access 32
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Speaker Notes for Slide 25

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Commercial Channel — 15B Lantus: $2.3B...33% of total
business...top 5 accounts = 89% of Lantus Net Sales

GROSS SALES (MUSD) 2013 2014 2015

Commercial Channel Demand Unit Trend

% of Business

| 7,434] _10142] 11,326]

29.8%

306% 327% | rao
YTD Growth 16.5% 39.8% 19.5% : i

YTD % of Business 29.8%|  306%| 327% ELLS § — TN
YTD Discount % 53%|  128% 33.0% N /\/\/\ /\/_/' | \
11,500,000 f
15B Net \/ \/ N | N
: ¥ | 217 11,000,000 : .

Sales

YTD Growth : _
YTD % of Business | 10500000 :
YTD Growth -5.5%| 194.1%|  3.0% | waome | i i
YTD % of Business 16.0%| 45.8%| 45.0% 2013 : 2014 : 2015
YTD Discount % - 9500000 : ?
YTD Growth 9,000,000
YTD % of Business : : :
YTD Discount % 8,500,000 !
YTD Growth i i
i 0,000,000 P ; . eeegreeey preen i .
YTD % of Business ; 9222339292998 3 3333333333 F3Fga29993239247
5332552288325 83555323838383:335232%88:28

YTD Discount %

YD Growth « Channel average discount grows from 13% to 33%
YTD % of Business
YTD Discount % (201 4-201 5)
.....  Demand growth falls by 2% due to Toujeo
YTD Growth .
YTD % of Business conversion
YTD Discount %
T ACCess 34
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Speaker Notes for Slide 26

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Commercial Key Accounts - Lantus

OPTUM Rx 59 Q1-Q2, 45% Q3-Q4 12/31/13 12/31/13 | 29.6% 52.6%

ESI 8.8% Q1-Q3, 12.8% Q4 Cumulative Net 05/14/14
CVS CAREMARK 8.3% Cumulative Net

OPTUM Rx | s%a1-02,45%03-04 | 450% | 70% | 12/31/13 12/31/13 | 29.6% 52.6% |

HIGHLY CONFIDENTTIAL SANOFI_SFC_OOOO94 12
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Speaker Notes for Slide 27

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Commercial Guidelines — Recommendation (Lantus)

Channel Strategy Objective: To maintain preferred unrestricted access — 1 of 2

manufacturers.
Lantus Current Guidelines Lantus Recommended Guidelines
Max Discount / Price Max Discount / Fixed Price
Fixed Price Protection Price Protection
Channel Vial SS Vial SS
Commercial 15% 20% NA 30% 30% 6%

Current contracts exceeding maximum discount: 3

Key contracts with price protection exceeding revised price protection guidelines: 0

Risk associated with regional contracts going to maximum discount = ~$155M

38
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Speaker Notes for Slide 28

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Toujeo Commercial Key Accounts...71% of total Net

Sales.. -ESIs _ contracted
e

2015 Gross % of Total 2015 2015 Net
Channel/Account Rebate | Demand Sales | Gross Sales | Rebate S [ Demand Sales
ESI 40% Jul'l5 | S 149.0 30.6% S 55115 93.8
Caremark NA S 50.0 10.3% S - S 50.0

Other 18% Jul'l5 | S 94.1 19.4% S 152 | S 78.9
TOTAL Commercial S 352.5 72.5% I S 810 S 271.5
Sﬁ%ﬁﬁ%{Q.ggﬁﬁﬁﬁ?%ﬁﬁﬁ. a0

HIGHLY CONFIDENTIAL
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Speaker Notes for Slide 29

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Recommended approach to negotiate glargine contracts

Strategy: Leverage glargine family discounts and price protection on Lantus &
Toujeo to achieve Tier 2 unrestricted access

High 0-8% 6%
Medium 0-6% 7%
Low 0-4% 8%

Level of Control based on regulation of basal and rapid acting category
» Ability to affect market share through the use of formulary controls:
» Step edit/ Prior Authorization
» Exclusion Lists
» Number of preferred brands

i
: N
Moarioad A rmace 42
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Incremental 2% discount on Lantus offsets an 18% dosage
increase on Toujeo

Demonstrate to a plan the equivalent change in rebate percentages

J J

TRx (units) 900 100 1,000 900 100 1,000 900 100 1,000
Market Share (%) 90% 10% 100.0% 90% 10% 100.0% 90% 10% 100%
WAC / Rx ($) 248.50 248.50 248.50 248.50 248.50 248.50 248.50 248.50 248.50
WAC ($) 223,650 24,850 248,500 223,650 24,850 248,500 223,650 24,850 248,500
Rebate (%) 10.0% 10.0% 10.0% 10.0%{ 28.0%; 11.8% 12.0%; 10.0% 11.8%
Rebate ($) 22,365 2,485 24,850 22,365 6,958 29,323 26,838 2485 29,323

Net Costto Plan 204,649 22,739 227,388 204,649 18,266 222,915 200,176 22,739 222915
NCTP After Copay 182,149 20,239 202,388 182,149 15,7661197,915| 177,676 20,239 197,915

Assumes payors evaluate the differentiated Toujeo label

43
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Commercial Guidelines — Recommendation (Toujeo)

Channel Strategy Objective: To achieve preferred unrestricted access — 1 of 2

manufacturers.
REVISED LANTUS TOUJEO
Max Discount / Fixed Price Prlce. Ma>.( Dlscm.mt 4 Prlce.
Protection Fixed Price Protection
Channel Vial SS Pen
Commercial 30% 30% 6% 30% 6%

+ Current contracts exceeding maximum discount: 2
+ Key contracts with price protection exceeding current guidelines: 3

* Risk associated with all contracts going to maximum discount = NA

44
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Speaker Notes for Slide 32

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Medicare Channel Contracting Guidelines

Lantus & Toujeo

Shawn Jacot

46
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Speaker Notes for Slide 33

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Medicare Channel — 15B Lantus: $2.7B...41% of total
business...top 5 accounts = 87% of Lantus Net Sales

GROSS SALES " 2013 © 2014 2015
YTD Growth 62.9%| 51.4%| 32.3%
YTD % of Business 31.4% 34.8% 41.3%
YTD Discount % 11.2%| 29.4%| 37.1%

DEMAND UNITS

15B Net
Sales

YTD % of Business

YTD Growth 32.4% 12.1% 15.0%
YTD % of Business 41.3% 41.3% 41.3%
YTD Growth -7.0%| 352.0% 8.8%
YTD % of Business 6.5% 26.3% 24.9%
YTD Discount % 5.3% 19.2% 22.0%
YTD Growth 22.2% 15.1% 4.1%

17.3% 17.7% 16.1%

3 32 31 |5 374
YTD Growth 127.1% -2.1% -5.8%
YTD % of Business 22.7% 19.9% 16.3%
YTD Discount % 16.9% 46

3

YTD Growth

7.7% 14.0% 4.5%
YTD % of Business 21.3% 21.7% 19.7%
YTD Discount % 5.3% 41.7% 62.0%
YTD Growth 237.8%| 202.8% 61.9%
YTD % of Business 1.0% 2.8% 3.9%
YTD Discount % 14.3% 26.8% 24.5%

HIGHLY CONFIDENTIAL
Confidential commercial or financial information not
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37% (2014-2015)
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Speaker Notes for Slide 34

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Medicare Key Accounts - Lantus

15% Q1-Q3, 19% Q4
32.0%

ESI 15% Q1-Q3, 19% Q4 12/31/13 Reset Net 12/31/14
CVS CAREMARK 32.0% 06/03/13 Cumulative Net 05/29/14
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Speaker Notes for Slide 35

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Medicare Guidelines — No change (Lantus)

Channel Strategy Objective: To maintain preferred unrestricted access — 1 of 2

manufacturers.

Lantus Current Guidelines REVISED LANTUS

Max Discount i ic

) ] / PI"ICE‘ Max Discount / Fixed Price Prlce.
Fixed Price Protection Protection

Channel Vial SS Vial SS
Medicare - Preferred 35% 35% 6% 35% 35% 6%
Medicare - Non-Preferred NA NA NA NA NA NA

52
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Speaker Notes for Slide 36

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Medicare Key Accounts - Toujeo

2015 Gross % of Total 2015 2015 Net
Channel/Account Rebate | Demand Sales | Gross Sales | Rebate $ | Demand Sales
ESI Part D NA S 18.8 3.9% S - S 18.8
Caremark Part D NA S 12.2 2.5% S - S 12.2

[TOTAL Medicare | IE 90.1| 185% [$ - [$ 90.1 |
SANOH @g 5&%}5 Market Accass 54
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Speaker Notes for Slide 37

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Recommended approach to negotiate glargine contracts

Strategy: Leverage glargine family discounts and price protection on Lantus &
Toujeo to achieve Tier 2 unrestricted access

High 0-8% 6%
Medium 0-6% 7%
Low 0-4% 8%

Level of Control based on regulation of basal and rapid acting category
» Ability to affect market share through the use of formulary controls:
» Step edit/ Prior Authorization
» Exclusion Lists
» Number of preferred brands

1
: »
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Value of a rebate percentage point change on a Plan’s Net
Cost

Demonstrate to a plan the equivalent change in rebate percentages

J

TRx (units) 900 100 1,000 900 100 1,000 900 100 1,000
Market Share (%) 90% 10% 100.0% 90% 10% 100.0% 90% 10% 100%
WAC / Rx ($) 248.50 248.50 248.50 248.50 248.50 248.50 248.50 248.50 248.50
WAC ($) 223,650 24,850 248,500 223,650 24,850 248,500 223,650 24,850 248,500
Rebate (%) 10.0% 10.0% 10.0% 10.0%{ 28.0%; 11.8% 12.0%; 10.0% 11.8%
Rebate ($) 22,365 2,485 24,850 22,365 6,958 29,323 26,838 2485 29,323

Net Costto Plan 204,649 22,739 227,388 204,649 18,266 222,915 200,176 22,739 222,915
NCTP After Copay 182,149 20,239 202,388 182,149 15,766 197,915 177,676 20,239 197,915

Assumes payors evaluate the differentiated Toujeo label

57
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Medicare Guidelines — Recommendation (Toujeo)

Channel Strategy Objective: To achieve preferred unrestricted access — 1 of 2
manufacturers (primary). To achieve non-preferred access (secondary).

Lantus Current Guidelines TOUIJEO
Max Discount / Price Max Discount / Price
Fixed Price Protection Fixed Price  Protection
Channel Vial SS
Medicare - Preferred 35% 35% 6% 35% 6%
Medicare - Non-Preferred NA NA NA 15% NA

58
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Speaker Notes for Slide 40

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Medicaid Channel Contracting Guidelines

Lantus & Toujeo

Shawn Jacot

60
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Speaker Notes for Slide 41

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Medicaid Channel — Lantus: $20M projected Net Sales in
156B...98.4% average rebate

Medicaid Channel Demand Unit Trend

2013 2014 2015 s
56,500,000
YTD Growth 16.2% 13.7% 48.4% P
YTD % of Business 4.6% 5.2% 8.0% P
YTD Discount % -4.7% -4.9% '4.9% 500,000
YTD Growt -8.3% -0.1% -17.0%
YTD % of Business 4.3% 4.3% 3.7% : :
YTD Discount % -72.0% -91.0% -98.4% | Asamn:
T e T S 4,000,000
Tatal Modics 2013 2014 2015
% of Business 9.0% 9.5% 11.6% I—
YTD Growth 2.9% 7.1% 19.0% : :
YTD%Of Business 9.0% 9.5% ll.ﬁ% 3,000,000 i
2,500,000
» Toujeo —15B Medicaid Net Sales = $15M
2895389235399 313¥3373573739g9ggnangngn
(Mandated Medicaid only — no Managed SRR EREREE R AR RS EREEEE AR RS ERERRE L

Medicaid assumed)

HIGHLY CONFIDENTIAL
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Speaker Notes for Slide 42

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Medicaid Guidelines — Recommendation (Lantus)

Channel Strategy Objective: Patient preservation maintaining access within
targeted states and plans.

Lantus Current Guidelines REVISED LANTUS
Max Discount i i
) _ / Prlce. Max Discount / Fixed Price Prlce-
Fixed Price Protection Protection
Channel Vial SS Vial SS
Managed Medicaid 5% 10% NA 5% 5% NA
Medicaid Supplemental 85% 85% NA 85% 85% NA
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Speaker Notes for Slide 43

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Managed Medicaid Strategy...15% discretionary rebate to
secure access for early adoption

e Strategic Imperative

e Leverage select targeted Plans in the Managed Medicaid Channel
for early adoption of Toujeo; Convert Lantus to Toujeo to offset net
loss in channel

e Seek Approval for...

e Commercial Managed Medicaid discounts on Toujeo up to 15%
(reevaluate strategy as URA + Rebate approaches 75%)

e Risks

e Pricing Actions and Best Price offered to
Commercial/lnstitutional/LTC account will determine the URA

e Limited uptake in 5 states that require capitated lives to follow state
PDL

e Offer 1 year agreements to minimize risk

SANOH ﬁ . USMarket Access 66
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Managed Medicaid BE Analysis...20% conversion to Toujeo =
breakeven point at 40% URA

Rebate plus
WAC Net +URA other
Lantus $268.49 $ (25.5)] 104.0%| 109.5%
URA and |Toujeo 1 $268.49 55.0%
Profitability [Toujeo 2
Toujeo 3
Gross Sales Lantus Sales $ 535|% -
Toujeo Sales [ $ - $ 321.0 $ 428.0 | $ 481.5| $ 535.0
Breakeven
Lantus Share 100% 90% 80% 70% 60% 50% 40% 30% 20% 10% 0% 79.83%
Toujeo Toujeo Share 0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%| 20.17%
Scenario 1 |Lantus Net $ (50.8)| $ (45.7)| $ (40.7)| $ (35.6)| $ (30.5) $ (25.4)| $ (20.3)] $ (15.2)| $ (10.2)|$ BV $ - $ (40.6)
URA 40% |Toujeo Net $ - $ 201 |¢$ 402|$ 603 |¢$ 805 $100.6| $120.7 | $140.8 | $ 1609 | $181.0 | $201.2 | $ 40.6
Total Net $ (50.8)[ ¢ (25.6)| ¢ (0.4) % 248|¢ 500|$ 752 | $1004| $1256| $1508| $176.0] $2012 | ¢ -
[ ———, |
Lantus Share 100% 90% 80% 70% 60% 50% 40% 30% 20% 10% 0% 64.94%
Toujeo Toujeo Share 0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%| | 35.06%
Scenario 2 |Lantus Net $ (50.8)] $ (45.7)| $ (40.7)| $ (35.6)| $ (30.5)] $ (25.4)| $ (20.3)| $ (15.2)| $ (10.2)|$ (.1 $ - $ (33.0)
URA 60% |Toujeo Net $ - $ 94| ¢ 188|¢ 282 |¢$ 37.7$ 471 $ 565|¢% 659|¢% 753|9% 84.7|9%$ 942 |1 $ 33.0
Total Net $ (50.8)] $ (36.3)| $ (21.8)|$ (@3)$ 72 |$ 21.7|% 362|3% B07|$ 6521% 797 19% 942 1||$ -
Lantus Share 100% 90% 80% 70% 60% 50% 40% 30% 20% 10% 0%l |
1 Toujeo Share 0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%| |
: Lantus Net $ (50.8)] $ (45.7)| $ (40.7)| $ (35.6)| $ (30.5)] $ (25.4)| $ (20.3)| $ (15.2)| $ (10.2)|$ (.1 $ -
- URA 0% Toujeo Net $ - $ 14(¢$ 28(¢%$ 42(¢$ 56(% 70(% 83|¢$ 97|¢% 11.1]|1¢$ 125| ¢ 139
Total Net $ (50.8)] $ 44.9)| $ (37.9) $ (31.4)] $ (24.9)| $ (18.5) $ (12.0)| $ (5.5 § 1.0]$ 741$ 139
Lantus Gross Sales $535 = Budgeted Gross Sales of Lantus $511M + budget Toujeo $24M Net Sales Caluculations include rebate, URA, PP, DPA, COGs

Scenario 1-Toujeo requires 5% conversion to achieve B15; Franchise BE at 20%
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Projected government prices...Toujeo best price at 45% off
WAC - Lantus Medicaid price = 99% off WAC

Lantus 2014 Lantus 2015 Toujeo 2015

WAC $220.98 $248.50 $248.50
AMP $211.33 $245.24 $244.78
Best Price $111.25 $111.25 $136.68
Non-FAMP 190.85 $211.23 $241.05

Assumptions/Comments:
e Lantus WAC: annual average; assume no price increases in 2015

e Toujeo WAC: assumed to be equal to Lantus Vial Package Price in 2015
e Lantus & Toujeo AMP: estimated annual average

e Lantus Best Price: based on the lowest price for the year

Yrebate off WAC

e Lantus & Toujeo Non-FAMP: estimated anual average (based on the VA's fiscal year, for
example Lantus 2014 = Oct 2013 through Sept 2014 sales)
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Medicaid Guidelines — Recommendation (Toujeo)

Channel Strategy Objective: To achieve access rapid access in targeted
managed medicaid plans and states.

REVISED LANTUS TOUJEO
Max Discount / Fixed Price Prlce. Ma).( Dlscm.mt/ Prlce.
Protection Fixed Price  Protection
Channel Vial SS Pen
Managed Medicaid 5% 5% NA 15% NA
Medicaid Supplemental 85% 85% NA 0% NA
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Speaker Notes for Slide 47

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.

HIGHLY CONFIDENTIAL SANOFI_SFC_OOOO9446
Confidential commercial or financial information not
subject to disclosure under FOIA



Hospital Channel Contracting Guidelines

Lantus & Toujeo

Shawn Jacot
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Speaker Notes for Slide 48

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Hospital Channel Review — Lantus...15B Net Sales =
$125M...unit and share growth showing steady decline

Hospital Demand Unit Trend e 15B Net Sales = $125M

o Demand unit growth...
| o 13A=-11.8%

e 14F2 =-11.2%

e 15B =-13.8%

e Percent of business...
| e 13A=2.0%

o 14F2 -1.8%

o 15B=1.6%

| l\ Ey
- e Average Discount...
f " — o
| , o 13A=11.8%
R EEEEEEEEEEE S SRR EEEEREE L EEE R BN 14F2-— 0o
R O N R S N T SRR S S VR O T S O - I . —
= T3 & R 5 3 T 9 2 g = ¢ 2R & a8 = = ] P £ 82 B B X EZ ¢ t I »
&8 o8 4 4 = 3 & 8 2 & 8 g 2R 2 3 8 &3 EE S S Z 0o 88
< '15E3'-:29 22/
. 0
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Speaker Notes for Slide 49

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Institution Market Access Landscape

¢ Institutions in this panel are moving towards carrying only one
product per diabetes class

e Indicates existing contracts are typically portfolio deals with
one manufacturer

e Institutional payers were more satisfied with Levemir than
Lantus because of net cost

e Respondents estimate that 8.5% of their total drug spend is for
diabetes medication, of which over half is spent on basal
insulin products

e Patients admitted to the hospital are switched to the basal
insulin on formulary, and when discharged are prescribed the
original home insulin

fiicn zﬁfﬂida N i i
SANOF g | | USMarket Access i

... Source: Toujeo Market Access Landscape and Pricing Strategy Long Term Care and Institutional Payor Report July 21, 2014 Compass Strategic Consulting
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Institution Strategy - maintain Lantus business in top tier
accounts...follow-up to 11/21 USPC

e Strategic Imperative

e Maintain Lantus Base Business in top tier accounts; Toujeo
strategy is focused on discharge and transitions of care

e Seek Approval for

e Revision to Current Lantus Program — Enhance Tier 3 from 25% to
30% and Tier 4 from 30% to 35%; Reduce Price predictability on
Lantus from 10% to 5% with July reset, Market Share Calculation
includes Toujeo

e Toujeo — set at maximum commercial rebate
e 9-month Lantus 40% Ramp-up Program approval

e Risks

e Pricing Actions and Best Price offered to
Commercial/lnstitutional/LTC account will determine the URA.
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Hospital Market Composition...Tier § institutions comprise
69% of Lantus business

Lantus Basal Basket* Select Insulin Basket**

Program Tier Count | %of Total| Tier Structure Lantus MS% | Lantus MS% |Levemir MS%| NPH MS% | Premix MS%
LANTUS SYSTIER 2 64 0.86% 38.00% to 51.99% 62.08% 46.15% 28.19% 12.75% 12.91%
LANTUS SYSTIER 3 168 4.15% 52.00% to 67.99% 74.90% 58.74% 19.68% 13.69% 7.90%

PPl S el B el 5229 58-00%-ke-74-299 G2k 20069 LEret % D43 £-209%
LANTUS SYSTIER 5 403 | 16.77% | 75.00% to 100.00% 88.60% 79.95% 10.28% 6.11% 3.66%
LANTUSTIER 1 4,955 | 24.83% 0.00% to 49.99% 19.20% 13.79% 58.06% 17.51% 10.64%
LANTUS TIER 2 409 5.53% 50.00% to 59.99% 70.70% 54.80% 22.71% 14.87% 7.62%
LANTUS TIER 3 482 | 11.39% 78.52% 62.94% 17.22% 12.51% 7.33%
LAMTIIS TIER. 4, 402 11.03%....) T LW -V 127 24.90% 12.56% L.882% A.66%.
LANTUS TIER 5 1,039 | 20.23% 95.61% 90.22% 4.14% 4.03% 1.60%
Grand Total 8,089 | 100.00% 63.17% 51.10% 29.80% 12.03% 7.08%
*Basal =Lantus and Levemir Source SPM Lantus Hospital Cube DDD 2Q2014
**Select represents Lantus Program Market Basket No Tier 1 Systems enrolled in Lantus Program

e 18% of total hospitals at Tier 5 represent 37% Lantus Volume
e Tier 3 — 5 represent 69% of Total Lantus Volume

e Lantus Basal insulin share is>70% in majority of Tiers; total Basal
share 63.2% (Overall MS% Select Insulin is 51%)

e Tier 5 Hospitals Require conversion from NPH and Premix

7
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Proposed Lantus Tier Strategy...revision to current
agreement - inclusion of 5% price predictability

Current Proposed

Row Labels Tier % Business| Discount GTN % Discount GTN %
LANTUS SYSTIER 1 0.00% to 37.99% 0.0% 1% 0.0%

LANTUS SYS TIER 2 38.00% to 51.99% 0.9% 9% 0.1%

LANTUS SYS TIER 3 52.00% to 67.99% 4.1% 25% 1.0%

LANTUS SYS TIER 4 68.00% to 74.99% 5.2% 30% 1.6%

LANTUS SYSTIER 5 75.00% to 100.00% 16.8% 40% 6.7%

LANTUSTIER 1 0.00% to 49.99% 24.8% 1% 0.2%

LANTUS TIER 2 50.00% to 59.99% 5.5% 9% 0.5%

LANTUS TIER 3 60.00% to 69.99% 11.4% 25% 2.8%

LANTUS TIER 4 70.00% to 79.99% 11.0% 30% 3.3% 35% 3.9%
LANTUS TIER 5 80.00% to 100.00% 20.2% 40% 8.1% 40% 8.1%
Grand Total 100.0% 24.4% 26.0%

Projected 4Q Tier based on 2Q Data

e Increase Tier 3&4 Discounts by 5%; 30% of Hospital volume to receive an incremental
5% (-1.6% GTN impact)

e Offer 5% price predictability on Lantus

e Market Share calculation based on eaches (1pen = 1 vial)...(Lantus + Toujeo) / (Total
Select Insulin Basket)
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Financial analyses...3 scenarios: Tier 3-4 enhancement + PP,
40% flat, & 60% flat (meet competition)...15B already at risk

Recommendation
® Enhanced Tier Optlon with ol e ’ i Lantus Lantus
i t
5/0 PP Pr?vllcl'lhlesi Sal il éuaranteed 40% | Guaranteed 60%
Eac;glrinneenoaf $293Ma‘($3v‘ivt?1. Gross Sales S  176,147,405% $ 184,616,874 | B 193,086,343 | $ 202,443,954
i ot :
2% increase in Discount Rebate $ $ 51,507,695! $ 57,675,726 | b 77,234,537 | $ 121,466,373
Rebate % 29.294 31.2%| § 40.0% 60.0%
Net Sales w/ growth $ 124,639,710: $ 126,941,148 | B 115,851,806 | $ 80,977,582
. i i
e Guaranteed 40% requires Common Unls _ 708,821E 742,90 E . 76,84 814,63
2_Year payback perlod; "‘l' ________ Paseline W/ growtn. ... O — o) 826, - ...... Y=l 071} N I— 4% W ol VA W2 =11 - :
however risk that | [Net Sales w/o growth 5 124,639,710, $ 121,116,762 | 5 105,688,443 | $ 70,458,962 | |
customers could actually | |pifference v Baseline w/o growth (3,522,948)| ¥  (18,951,267) (54,180, 748)

lose volume s

Lantus Lantus

i e A1) Guaranteed 40% | Guaranteed 60%
o . Gross Sales S 173,328,0265 S 195,613,082 ; 217,898,139 | S 242,676,993
* Got /o Dlslcount 1S ta? te |Rebates $ 51,998,408 $ 62,506,186 | $ 87,150,256 | $ 145,606,196
ﬁévzeeveeryesglgnﬁﬁrll i¥e lala Rebate % 30.0% 32.0% ; 40.0% 60.0%
aggressive gl'OWth Net Sales w/ growth S 121,329,6183| S 133,016,896 § 130,738,883 | S 97,070,797
assumptions un|ike|y to Common Units 697,476} 787,152 | ¢ 876,827 976,538
see Return on Investment [Difference v Baseline w/ growth B 11,687,278 | & 9,409,265 (24,258,821)
Net Sales w/o growth S 121,329,618f S 117,863,057 | § 103,996,815 | $ 69,331,210
Difference v Baseline w/o growth i (3,466,561)| § (17,332,803) (51,998,408)
¢ I'IAé"gg;lr\? ee I?(;esr;?;;?es : ore 2-Year Net Sales w/ growth S 245,969,328 ’ S 259,958,044 g 246,590,689 | S 178,048,379
growth Difference v Baseline w/ growth A 13,988,716 % 621,361 | S (67,920,948)
2-Year Net Sales w/o growth S 245,969,328; S 238,979,819 g 209,685,258 | S 139,790,172
Difference v Baseline w/0 growth 5 S (6,989,509) ; (36,284,069)| S (106,179,155)

§ i
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Scenario market share trends...share loss offset with 40%
flat and 60% rebate options

Lantus Basal Hospital Market Share - Scenario Trends

) i R " ,»:":;‘:‘ ‘::»:b:‘ - . d .GJ
651}-& e ——————— O A A A A A SR 6)4/’:3

St s Pty ) 9: st ‘:‘I:‘:
60% Lantus-loses 4% MS per-Yearin ... LTI T ————
Basal Category . : _ 56%
55% : ;
Aggressive Scenario assumes
500 - level.of discount.competitiveto. ... g 8%
reverse trend

CaS I o B T T T 6 TS o & T S s S TR+ S+ + S S - R N+ X o S 5 ST TR ST o S * & SR ot R .o Y ST S o QR o0
R IR B~ B~ B B ST T~ T TR - S S T R B S B o - B B B B~ B B B

- a . e £ > o e - ¥ . ] Ha . v - - ' S s ’ b
B EE N EE EBEEEEREBEENELREERERERERE:
- - W Tt 3 o= oz T Wz = S vroom Ty FO W

s § 3108 Artual
== e Lantus Guaranteed 60%
s § A1YEUS Enthance Tier and PPS%

w3 ANVEQS FOrOcasted
s § ANVEUS GUaranteed 40%
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Toujeo net parity in hospital is not viable...significant discounts
necessary to match cost to plan - drives best price implications

Lantus A Touieo Lantus | Toujeo
Discounts Net Discounts Net Units fpen 300 350
TIER 1 1] s 73.80] 3a%lls 73.80 e 50249 | S 0.249
TIER 2 9ol & G784 1 3%l 67.84 e : :
TIER 3 309 S 52.19 | $3%11S 52.19 el Eo SR ML YRS
TIER 4 3soil & 4ma6 | s7olls 4m.46

e Pen wastage in hospital setting due to (one pen, one patient) safety requirements

e Toujeo requires up to a 60% discount to achieve Net parity price per pen (450 unit
Toujeo pen vs 300 unit Lantus pen)

e 60% Best Price Implications negates Managed Medicaid Play; may also spillover to
commercial Managed Care in Integrated Delivery Networks
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Hospital and LTC pen preference...vial is the desired
presentation in the institutional setting.

e Institutional respondents saw a pen as a barrier for utilization whereas long term care
respondents expressed additional interest in the product if it was available in a pen

Institutional payors (n=5)

e Institutional respondents believe that a pen e Long term care payors welcomed the idea
only offering will deter uptake and of a pen only basal insulin product
utilization e Pen only is a positive for a more concentrated
e Avial is very important with insulin. We may insulin. Based on my past experiences with
not use it at all if it was pen only — INST U500, my biggest concern is how it is dosed.
e We do not use pens in the hospital — plain and The pen increases safety and eliminates
simple. Unless it was really significantly dosage concerns - LTC PD
superior product, but regardless the pen e It will go over great as a pen. | think vials will
would still be an issue — INST be out of date in a few years — LTC PD
e Payors noted an institutional sized pen e Respondents noted that they are
would reduce waste, which was expressed promoting the use of pens wherever
as a major concern for payors applicable
e If there was an institutional pen size that would e We are a company looking to promote pens
be positive. We could incorporate that into our based on the success we have using them in
formulary. The 30 day pen is very prohibitive diabetes and other ries — LTC PD
wlength of stay is 4 . . of a pen over a
ST

Source: Toujeo Market Access Landscape and Prici ategy Long Term Care and Institutional Payor

t July 21, 2014 Compass Strategic ConsultB
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Hospital Guidelines — Recommendation (Lantus)

Channel Strategy Objective: To maintain Lantus Base Business in top
tier accounts; Toujeo strategy is focused on discharge and transitions of

care
Lantus Current Guidelines REVISED LANTUS
Max Discount ] i
) ] / Prlce. Max Discount / Fixed Price Prlce.
Fixed Price Protection Protection
Channel Date Vial SS Vial SS
Hospital 06/01/14| 40% 40% NA 40% 40% 5%

T,

Wkt

Ey P ; ;
SANOFl . g | L USMarket Access
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Speaker Notes for Slide 58

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Hospital Guidelines — Recommendation (Toujeo)

Channel Strategy Objective: To focus on discharge and transitions of
care

SANOF! g | | USMarket Access
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Speaker Notes for Slide 59

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Other Channels Contracting Guidelines

Lantus & Toujeo

Shawn Jacot
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Speaker Notes for Slide 60

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Other Channels Review — Lantus...LTC channel = $573M in
projected 15B Net Sales...rebate double counts erode sales

15B Net Sales
DEMAND UNITS 2013 2014 2015
{MUSD)

A
YTD Growth
YTD % of Business
T E— Other Channels
7 T e
107 | Net Sales = $881M
YTD Growth
YTD % of Business 8.6% 7.9% 8.3%
YTD Discount % -82.0% -89.7% -89.5% ) .
Trica e | 30586 189 2,950 : 2 881071 Is 52 |
YTD Growth -13.2% -3.5% -2.3%
YTD % of Business 0.7% 0.6% 0.6%
LTC demand

Long ar exposed to rebates
YTD f"’:"h . ppo ot o > across other
YTD A.O Business 8 M w2 /0 Channels— Medicare
5 7 & Medicaid
YTD Growth
YTD % of Business 3.9% 4.0% 3.9%
YTD Discount % . -92.9% -99.3% _
Sta 9
YTD Growth 3.4% -0.8%
YTD % of Business 1.2% 1.2% 1.1%
YTD Discount % -9.8% -27.7% -28.9% e
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Speaker Notes for Slide 61

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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LTC Market Access Landscape

e LTC facilities align patients’ insulin to a product covered by their Part D plan

e Most LTC respondents do not make a preference for basal insulins, but do restrict
products in the other diabetes classes

e Most LTC respondents were equally satisfied with Lantus and Levemir, and did not
highlight any major differentiating factors

e Estimated the overall diabetes drug spend among LTC institutions is nearly 20% of
the total drug spend —basal insulin is about 7% of total drug spend
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Long Term Care Strategy...Toujeo focus following Medicare
access...discounts recommended at Lantus levels

e Strategic Imperative

e Maintain Lantus Market Share and Access as Sanofi secures Part D
access for Toujeo; New Patient Starts on Toujeo

e Seek Approval for
e Toujeo — Discounts at same level of Lantus
e Market share based on (Toujeo + Lantus / Select Insulin Basket)

e Provide price predictability for LTC channel at 7% with annual reset
on January 1

e Risks

e Toujeo Part D access is critical to success in channel

e Conversion may require incremental discounts on Toujeo to offset
(additional units of Toujeo required to get to goal)

SANOH ﬁ . USMarket Access 92
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Pressure for Price Predictability...recent price increases
have triggered requests

e Provide price predictability for LTC channel at 7% with
annual reset on January 1

e Many LTC providers have complained that the contract
revision implemented in October has lost value with the
recent 11.9% price increase — Offering price predictability
enables customers to regain some value, and efficiently
manage their budgets

_____ Subject to Legal Review For Discussion Purposes Only

fn #fﬂida E t !
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Current Lantus LTC Pricing Structure...max rebate = 15%...no
price predictability...GPO’s max = 12%

e Pharmerica / Omnicare:

e Upfront discount of 1%
e Rebated based upon market share achieved

LANTUS THERAPEUTIC CATEGORY
Lantus Insulin
a Humalog Mix 50/50
Tier 1 53.00% 59.99% 9% A Bk
Tier 2 60.00% 64.99% 10% Humulin 70/30
Humulin N
Tier 3 65.00% 69.99% 11% e
Tier4 70.00% 74.99% 12% :22::: LO’ i
Tier 5 75.00% 99.99% 14% Nowolog Mix 70/30
e
e All GPO’s:
e Upfront discount of 10%
e Administrative Fee of up to 2%
SMarket Access 94
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Financial Model Results for LTC...6% conversion of Lantus
to Toujeo needed to hit Toujeo 15B

2015 Budget {2015 Budget {2015 Budget 2015 LTC Model
(SM) Lantus Toujeo Glargine Toujeo
Total Gross Sales S 11,945 | S 555 | $ 12,501 S 555
LTC Gross Sales S 661 | S 15 | S 676 S 15
LTC % of Total Gross 6% 3% 5.4% 3%
Rebate % 13.3% 13.8% 13.3% 13.2%
Rebate S 88 | S 2 |S 90 S 2
Net Sales S 573 | $ 13 | $ 585 S 13
Budget Exit Share 6%

In order to achieve 2015 Budget, Sanofi will need to
convert 6% of Lantus utilization (both SoloStar & Vial) to
Toujeo in Q4 2015
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Other Channel Guidelines — Recommendation (Lantus)

..... W
SANOF g | | USMarket Access
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Speaker Notes for Slide 67

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Other Channel Guidelines — Recommendation (Toujeo)

oo
oo
oo
oo
oo o
e

T T T rrrrrrrry

&
&
&
&
&
&
&
&
&
g
&

HIGHLY CONFIDENTIAL
Confidential commercial or financial information not
subject to disclosure under FOIA




Speaker Notes for Slide 68

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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Afrezza WAC and Contracting Guideline
Recommendations

Chris Christensen
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The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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WAC Price Recommendation

WAC $226.06 $252.33  $278.59 $316.76  $328.65
WAC/ Insulin Unit $0.63 $0.52 $0.43 $0.38 $0.34
WAC/Day $7.54 $8.41 $9.29 $10.56 $10.96

Note: Forecasted average daily dose >32 units/day

Contracting Guidelines

Strategic/Selective contracting to achieve

0
Up to 23% broad T3 unrestricted access.
Up to 23% Targeted contracting to high LIS plans only
£ @,
@ B
. s QIyreZza.
&SQ& ﬁ ’f:} E:“ § ﬁ P :ﬁ;‘ indnmtating Diosias
sl LI SRR TR 102
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50% 50%

CVS Caremark Rx 13 NC 12,720 $4.8 6,553 $2.5
Express Scripts PBM 7]? % 3,3 A 19,999 $7.5 10,303 $3.9

10% 90%

Optum Rx 3 NC

4,123 $1.6 2,124 $0.8

Total - 70,525 $26.5 36,331 $13.7

103
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Top Account RAI Gross Sales $22.8
Additional RAI Gross Sales $3.7

OAD 2+ and Basal+ Gross Sales $13.7

Total Inventory Sales $13.1

Gross to Net 90.0%

BANOE o g Price/day: $12
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Payer Topic Findings

Current diabetes « Top 3 disease categories
management  High priority due to prevalence, costs, and healthcare utilization

* Tier 2 status is driven by heavy contracting (1/1 and 1/2 contracts with deep

Management of discounting)

the rapid-acting » Some contracts may leave room for Afrezza® on tier 3 without impacting current contracts
class (competitors would be likely to react)

» Use of Exclusion lists, PAs and SEs is growing

* Aunique mechanism of action is the criteria for creating a new class

Review of new o Afrezza will not likely be placed in its own class

inhaled insulin * A majority of plans will place the new product on tier 3 initially (at launch)
* PAis possible for more restrictive plans (failure of injectable insulin)

» Get more patients to goal
Better safety and efficacy
Improved compliance

Unmet need

HIGHLY CONFIDENTIAL SANOFI_SFC_OOOO9481
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Range of Daily Price of Current Therapies (USD)

$20 -
$18 -
$16 -

.
$10 - $1047
$6 -
$4 -
$2 -

$6.80

Price per Day (WAC)

$14 - Afrezza Target WAC Range

$0 -

I, Average discounts range from 35% to 15%

RAI Pen WAC RAI Pen Net | DPP-4 WAC DPP-4 Net SGLT-2 WAC

SGLT-2 Net | GLP-1 WAC GLP-1 Net

RAI Pen DPP-4 SGLT-2 GLP-1

Humalog KwikPen Januvia Farxiga

Novolog FlexPen Onglyza Invokana

Apidra SoloStar Tradjenta Jardiance
SANOH ,ﬁ Analysource, Accessed 11/19/2014, insulin assumes 40 units/day

HIGHLY CONFIDENTIAL
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Afrezza Commercial Access by Price Point

Tier 2 Access unlikely due to 1 of 2 2$20 per day is
and 1 o f 1 contracts for RAI with ; unsustainable due to
national accounts Part D specialty tier

- 100% -

(7]
2
-l
o] 75% -

g BNC
3 - BT3R
b
(&) 0T3
[T
& oT2
B 25% -
00/0 I
WAC/day $18 $20
WAC/month $240 $540 $600
; DPP-4 and
Insufin pen
Reference SGLT-2 i GLP-1 i N=34

Due to concerns of releasing proprietary discount information, payers respond to prices considering a range of net to WAC cost.
Most payers did not have an accurate understanding of what diabetes patients/therapies cost
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* Price Target

« The primary and secondary research support an average target WAC price of $16
per day cost for Afrezza

« Little difference in T3 access between $12/day and $16/day
o Not Covered (NC) increases significantly at $18/day
o Most recent GLP-1 entry (Trulicity) has a WAC of $16.27/Day

o It will be difficult to compete in the T2 space even if rebated net prices were
only a few dollars/day

* Price structures => Flat, Linear and Hybrid

* Price challenges
Fixed SKUs vs. per unit/dial-up dosing & titration to multiple packs fulfillment
High COGS
Actual uptake/utilization vs. est. dosing distribution data (especially in year 1)
Price actions could hit specialty threshold in Medicare

.
b

%
- PR s a , i ezza»
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« Mitigates the risk of each methodology by allowing for higher prices at lower
SKU packs while safeguarding the margin at higher SKU packs

* Ensures appropriate WAC/COGS ratio
* De-risks pack utilization uncertainty

o Bediasiate e PG

Variable price per unit cost Fixed price per unit cost
Fixed price per SKU cost Variable price per SKU cost
(e.g., all packages have the same WAC) (e.g., package WAC reflects a standard

cost per unit)

YR B €]

Variable pricing across SKUs with less
differential than linear
(e.g., packages with 4s and 8s fixed pricing,
regardless of mix)

Lower margins at high dose vs. linear
Higher insulin unit price at lower doses

High insulin unit price *  Lower margins at lower doses
Higher doses require 2 packs/double *  Higher doses could reach specialty
price price threshold

Stakeholder response

Revenue maximizing price at the « Easy to understand

lower doses »  Higher margins at higher doses

Reduced risk at lower doses
Predictable pricing across SKUs

Secures margin across dose range (low
and high)

Reduces risk related to unknown actual
utilization (low/high doses)

More palatable than flat pricing, as
payer cost at higher doses is tempered

SANGH g
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Daily dosing data

Units perDay

28 32

SKU Configuration| 4Ux90 4Ux60 4Ux30 8Ux60 8Ux30
8Ux30 8Ux60 12Ux30 12Ux60
Annualized utilization (230 DOT) 1/Month Utilization|  67% 67% 33% 20% 33%
2/Month Utilization 33% 33% 67% 80% 67%

allow larger multiplier and a ‘flatter’ curve.

4U Cartridge COGS is baseline. High, relatively flat COGS

COGS (per cartridge) WAC (per cartridge)
4U 8uU 12U 4u 8U 12U
$0.92 $1.02 $1.10 $2.51 $3.39 $3.78
Increase % 11% 7% Increase % 35% 12%
Increase from 4 units 20% Increase from 4 units 51%

Cartridge titration inform SKU configuration.

SKU Pack| 360 units | 480 units | 600 units | 840 units | 960 units

Daily 12 16 20 28 32

WAC| 5226 5252 $279 S$317 $329

Unit cartridge prices fixed in each SKU

SANOF] g
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« WAC SKU pack pricing ranges from $226 for the 360 unit pack to $329 for the
960 unit pack, representing an increase of 456% from the lowest to the highest

pack. | =00 009006 06
Units/SKU pack 360 480 600 840 960
SKU Configuration| 4Ux90 ;ﬂigg ;3?23 Iilg(i% ggfs%
Units/Day 12 16 20 28 32

COGS ranges from
$83/360pk to
$96/960pk, an increase
of only 17% from
lowest to highest pack

1/Month Utilization

33%

20%

33%

2/Month Utilization

67%

80%

67%

Hybrid Pricing per SKU

Avg. Daily WAC (Util.)| $10.05 $11.21 $15.48 $19.01 $18.26
Weighted Avg. WAC $1.02 $1.30 $4.53 $6.42 $2.76
$16
WAC per Unit| 50.63 $0.53 $0.46 $0.38 $0.34
Premium vs. Novolog 140% 101% 77% 44% 31%

SANOF g

Premium to Novolog FlexPen: Based on $0.26/insulin unit

Source: Dosing utilization from IMS claims data, assumes all SKUs available over a 230 day Rx

HIGHLY CONFIDENTIAL
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* Developed three scenarios to evaluate price sensitivity impact of the dosing
distribution claims data for the patient segments
* Narrow price sensitivity corridor when using 40 units/day as the
threshold separating OAD 2+ and Basal+ patients from RAI maintenance

Low Case | |Base Case| |High Case
100% 61% 32% % of dosing <40 units/day
S13 $16 S17 Avg. daily price

« The max commercial rebate of 23%
yields an avg. net price of
$12.3/day or $174/360pk to

$253/960pk.
* When the full GTN impact is
applied, the avg. net price goes to

By SKU Package

$11/day P
;;; ......... / ................... ;:V/ /}}f’:ﬁi .................. // ..................
S 2% ERRRIEL. . csnssnsnnss /f / ...................
ﬁlé e %%% o SR ..
Ipk 430pi GOk S40pk
s Pack Utifization  wese WAL per SKU i Net per SKU {max 23050 ~@8w006% per SKU
CTR.
2 o~ R a , i ezza‘
&;ﬁb ?53 {‘“'} gu % ,‘ﬁ P i o] Iniraiating Darsiis
sl LI SRR TR 112
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WAC Price Recommendation

WAC $226.06 $252.33 $27859 $316.76  $328.65
WAC/ Insulin Unit $0.63 $0.52 $0.43 $0.38 $0.34
WAC/Day $7.54 $8.41 $9.29 $10.56 $10.96

Three SKU at launch (360pk, 480pk and 600pk), two SKU by July 2015 (840pk and 960pk)

« Rationale:
« Payer research support higher price point (avg. WAC $16/day)
* no significant access difference between $12-$16/day

* Hybrid pricing structure de-risks dosing uncertainty and ensures acceptable
Price/COGS ratio

* The value proposition around unmet need focuses on OAD2+ and
Basal+ patient population which will titrate to goal

« High but relatively flat COGS

SANGH g
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High Up to 23% PAto T3

PA to T3SE
Medium Up to 9% PAto T3

PA to T3SE
Low Up to 7% PAto T3

PA to T3SE

* Size of payer and degree of control / ** Severity of restriction(s)

2015 ~87%

SANOFD o @ Decision Tree Channel Strategies Contracting Terms Example
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Speaker Notes for Slide 82

Most plans will place Afrezza within T3 at launch

Upon review, the tier placement may worsen and / or restrictions may be added. In
these cases, the resources to remove barriers may be applied.

We don’t anticipate high levels of discounts will be required to achieve the desired
coverage. The discounts shown here reflect what was shown in the contracting
model as breakeven.
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Commercial contract guideline recommendation

o Remove restrictions to T3U
Up to 23% (restrictive steps / PA)

o Remove restrictions to T3U
Up to 9% (restrictive steps / PA)
Up to 7% Likely T3U

Medicare: Up to 23% for high LIS plans (ex: Silverscript)

+ Targeted approach; only pro-actively contract with high LIS plans

Medicaid: Only mandated discounts

Other Government Channels: Only mandated discounts

* Institutional: GPO admin fee up to 3%
HIGHLY CONFIDENTIAL SANOFI SFC 00009492
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Speaker Notes for Slide 84

The US pharmaceutical market is forecast to grow at a CAGR of 6.4% (£1.5%) during
the period 2013-2018, reaching $464.0 billion by 2018.
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From: Paternoster, Dominick /US

Sent: Thursday, December 14, 2017 4:02 PM

To: Halenar, Lori /US

Cc: Jacot-Guillarmod, Shawn /US

Subject: FW: URGENT FOR APPROVAL - 2018 CVS Med D Tier 3 offer - (Part 3) Revised
Financials

Documentation for CVS Med D T3 2018-2019 offer...part 2

From: Paternoster, Dominick /US

Sent: Wednesday, December 13, 2017 8:52 PM

To: Steelman, Mike /US; Borys, Margaret /US; Jacot-Guillarmod, Shawn /US; Oelrich, Stefan /DE; Gleeson, Gerald /US;
Zhang, Quan /US; Gilhodes, Laurent /FR; Geremia, Joseph /US; Perkins, Andrew /US

Cc: Albano, James /US; Forman, Brian /US

Subject: RE: URGENT FOR APPROVAL - 2018 CVS Med D Tier 3 offer - (Part 3) Revised Financials

Please disregard footnote ***Financials above do not include net of all costs in the summary below. Financials
incorporate net sales after other costs.

From: Paternoster, Dominick /US

Sent: Wednesday, December 13, 2017 8:44 PM

To: Steelman, Mike /US; Borys, Margaret /US; Jacot-Guillarmod, Shawn /US; Oelrich, Stefan /DE; Gleeson, Gerald /US;
Zhang, Quan /US; Gilhodes, Laurent /FR; Geremia, Joseph /US; Perkins, Andrew /US

Cc: Albano, James /US; Forman, Brian /US

Subject: URGENT FOR APPROVAL - 2018 CVS Med D Tier 3 offer - (Part 3) Revised Financials

<< File: CVS Caremark Tier 3 Assessment High Level Summary 12.13.17.xlsx >>
US BUPC and GPC Members:

Contracting and Finance have reconciled the variances vs 3YFF for 2018-2019 for the Caremark Part D recommendation.
Financials have been revised to incorporate [Jfend are restated in the recommendation below. A detailed summary
is provided for all years in the attached.

Note: all scenarios are positive vs 3YFF with the exception of Scenario 1 (-7M). Alll scenarios are positive over the 2 year
period. The team is aligned to Scenario 3 as the recommendation (eff 2/1/18 T3 67% Choice/Template, enhanced
Plus/Custom as noted below). Thank you for your time and attention to this matter. Any questions please do not
hesitate to contact me.

Upon full BUPC/GPC approval the team will immediately proceed with offer development for customer presentation and
discussions.

Thank you,
Dominick

* %k ¥k

CVS Caremark Medicare 2018 — Lantus/Toujeo

HIGHLY CONFIDENTIAL SANOFI_SFC_OOOO9811
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Background:

e CVS/Caremark total 13M Lives... Affiliated SilverScript PDP ~5.5M Total Lives (of which ~78% LIS)... non-Affiliated
7.3M Lives where Caremark is the PBM... inclusive of [Jjij (3-1M lives)

» 2018 Coverage: CVS/Caremark Plus Formulary LAN/TOU (1-2).... Choice Formulary LAN/TOU - Not Covered... ||}
LAN/TOU (1-2)

e Plus Formulary (~1-2M lives) will have Lantus/Toujeo in a preferred position with Novo

2018 and 2019 Recommendation:

e Choice/Template Formularies = (Non-Preferred Tier) Walk In = 67% LAN,/TQU... PP 0% (Lantus), 3% (Toujeo) = 67%
Blend Rate

¢ Plus/Custom Formularies = Provide an enhanced 2018 offer = 74% Blend Rate (Lantus Standard eligible 74%/ LIS
80%, Toujeo Standard 69% / LIS 75%)... PP 0% (Lantus), 3% (Toujeo)

Rationale:
e Provides alternative formulary option vs NC for Choice/Template formularies

Additional Considerations:
*  Government Pricing: Financial impact to Sanofi: N — Part D excluded from gov’t pricing Best Price calculations;
Operational/system impact: N

Financials F2 2017 3YFF (Net Sales after other costs):
o Baseline F2 17 3Y FF 2018 Caremarjj} $201 (contracted + non-contracted sales less other costs)... overall
blended rebate 45.9%
e \Variancevs. 3Y FF
o Sc1: Effective 1/1/18 T3 67%, blended rate 69.5%... -$7M
Sc 2: Effective 2/1/18 T3 67%, blended rate 65.9%... +$18M

0 O 0O
L]

Sc 4: Effective 4/1/18 T3 67%, blended rate 58.7%... +$81M

Note: Sc 2-4 appear more financially feasible for Sanofi however note that delay in access makes deal less attractive for
Customer (See Caremark perspective in table below)

2018 Detail Financial Analysis Below...2019 and 2 year cumulative provided in the attached:

From: Steelman, Mike /US

Sent: Wednesday, December 13, 2017 4:27 PM

To: Borys, Margaret /US; Jacot-Guillarmod, Shawn /US; Oelrich, Stefan /DE; Gleeson, Gerald /US; Zhang, Quan /US;
Gilhodes, Laurent /FR; Geremia, Joseph /US; Paternoster, Dominick /US; Perkins, Andrew /US

Cc: Albang, James /US; Forman, Brian /US

Subject: RE: URGENT FOR APPROVAL - 2018 CVS Med D Tier 3 offer - (Part 2)

Hi Shawn,

| concur with Margaret and from the GPC side (on behalf of Dominika/Kathleen), if the financials bear out in comparison
to 3YFF once verified by Finance/Laurent, then ok to move ahead.

Mike Steelman
Head of Global Pricing

HIGHLY CONFIDENTIAL SANOE‘I_SFC_DOGO9812
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From: Borys, Margaret /US

Sent: Wednesday, December 13, 2017 9:02 AM

To: Jacot-Guillarmod, Shawn fUS; Oelrich, Stefan /DE; Gleeson, Gerald /US; Zhang, Quan /US; Gilhodes, Laurent /FR;
Steelman, Mike /US; Geremia, Joseph /US; Paternoster, Dominick /US; Perkins, Andrew fUS

Cc: Albano, James /US; Forman, Brian /US

Subject: RE: URGENT FOR APPROVAL - 2018 CVS Med D Tier 3 offer - (Part 2)

All,
| approve Scenario 3 bid, pending confirmation of comparison to 3YFF as discussed.

Margaret

Margaret Borys

Head of US Diabetes Insulins
Sanofi NA

55 Corporate Drive
Bridgewater, NJ

----- Original Appointment-----

From: Jacot-Guillarmod, Shawn /US

Sent: Tuesday, December 12, 2017 6:18 AM

To: Jacot-Guillarmod, Shawn fUS; Oelrich, Stefan /DE; Gleeson, Gerald /US; Zhang, Quan /US; Borys, Margaret /US;
Gilhodes, Laurent /FR; Steelman, Mike /US; Geremia, Joseph /US; Paternoster, Dominick /US; Perkins, Andrew /US
Cc: Albano, James /US; Forman, Brian /US

Subject: URGENT FOR APPROVAL - 2018 CVS Med D Tier 3 offer - (Part 2)

<< OLE Object: Picture (Device Independent Bitmap) >>

Laurent and Margaret,

Thank you for your time this morning to review our Lantus and Toujeo T3 proposal for CVS Caremark Part D for 2018.
The team has reviewed your requests below and addressed the issues discussed during the call in the narrative
provided below. We discussed with Quan Zhang and Jim Albano this afternoon and overall the team believes that the
most likely scenario to be considered by the customer is scenario 3.

We will set up an ad hoc meeting tomorrow morning to discuss in greater detail.
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Summary:
Q. The variance in the financials vs. 3YFF must be presented on the net sales after Coverage gap, DPA fee and cash

discounts: on that basis, Sc.1 is negative -12M$ vs. budget 2018.

2018 Net Sales after all other costs (CG, DPA, Cash) for SC1 still represent a negative variance vs Not Covered (3YFF
Contracted and Non Contracted sales). Assessment also displayed Sc1 Gross Sales $ < Sc2 and Sc3. Team identified
incorrect erosion rate for a Standard Eligible in a Choice/Template formulary covered in a T3 position which were not
aligned. By correcting link = Sc1 Gross Sales $ > Sc2 and remain lower vs Sc3 (which is expected). Please note:
difference between Sc2 and Sc3 is the transition rx fill accounted for in Sc3, which provides 1 month of rx coverage for a
brand moving from covered to not covered. CMS regulations require 1 month coverage for a brand moving from a
covered to not covered position. Sc2 was not modeled with this transition and is likely not a viable option for
comparison.

Reviewing net sales after other costs, we identified a improper link for the Not Covered Gross sales which deflated gross
sales . We have since corrected, unfortunately the increase in Not Covered gross sales created a larger variance to -
$29M (2018). Revised variances = Sc1 -529M, Sc2 -5$4 for 2018 but turn positive in 2019 assuming the scenario
maintains over 2 years. Sc3 and Sc4 remain positive +511m and +558M in 2018 and continue to remain positive in 2019.
Revised 2018, 2019 and 2 year cumulative is attached.

Q. Do the scenarios include the enhanced rebates on the Plus/Custom formularies? Up to what level of enhanced
rebate in Plus/Custom could you go in order to keep scenario 1 neutral vs. budget 18 (net net, 0 instead of -12M$)?

Yes, rebates are enhanced for both Choice/Template and Plus/Custom formularies. The current 2018 (1-2) total
payment = Lantus 70% Toujeo 65%, blend 69%. The revised proposal increases the Plus/Custom blended to 74% (+5%).
The Choice/Template T3 offer Lantus and Toujeo at 67%.

In order to make Sc 1 net neutral (-529M) to budget 18 (3YFF contracted and non contracted sales) the offer for

not likely a viable solution since financials will not be favorably reviewed by customer.

Q. Can you provide in the each scenario the breakdown between Plus/Custom, Choice, . Non-contracted?

Historical gross sales distribution by formulary (2017) is as followed:

e SilverScript Choice Formulary 47% of sales

e SilverScript Plus Formulary 12% of sales
CVS Caremark PBM Template Formulary (follows Choice) 26% of sales
cVs Caremark PBM Custom Formularies ||| 13%

Assessment was performed utilizing actual CVS customer data for a running 12 months. The team supplemented the
data for [Jjusing existing contracted sales. Erosion analogs were applied to the Standard and LIS eligible by formulary
(Choice/Template, Plus/Custom and |Jjjjfoased on coverage and patient OOP exposure to result in adjusted Gross
Sales, blended erosion and rebate rates at the enterprise account level, which were then applied to the forecasted gross
sales (F1 2017).

Q. Is Tresiba on formulary?

For 2018, Levemir, Tresiba and Basaglar are preferred in the Choice/Template formularies and Lantus and Toujeo are
Not Covered. For Plus Formularies and | Lantus and Toujeo are preferred with Levemir and Tresiba with Basaglar
as not covered.

Q. Please confirm the co-pay amount per TRx in a non-preferred position vs. preferred, in the part-D space?

4
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LIS eligible copays: do not vary between preferred and non-preferred is ~$8.25.

Standard Eligible Copay: for non-preferred products are co-insurance %s ranging from 40%-50% for Plus and 34%-50%.
For example, based on a Lantus SS Rx at $696 (2018) the copay range can be from $236 (34% co-ins) to as high as $348
(50% co-ins).

<< OLE Object: Picture (Device Independent Bitmap) >> << File: CVS Caremark Tier 3 Assessment High Level Summary
12.12.17.xlsx >>
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BU Pricing Review Board

November 30, 2017

CONFIDENTIAL AND PROPRIETARY/
FOR INTERNAL USE ONLY/DO NOT DISTRIBUTE
PENDING SA LEGAL REVIEW
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Business Unit Pricing Review Board

DCV BU

_Soliqua 100/33, Apidra, Lantus, Toujeo — Topic: CVS/Caremark Medicare Part D 2019 Bid

CONFIDENTIAL AND PROPRIETARY/
FOR INTERNAL USE ONLY/DO NOT DISTRIBUTE
PENDING SA LEGAL REVIEW
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CVS/Caremark Medicare Part D - Apidra,

oliqua 100/33

ADICTS =1vial I 1| Vic X AVILIC] | ) AT =

Soliqua 100/33 (1-1) or (1-2) offer: Max Payment 56%...Base rebate 53%... Admin Fee 3%... PP 6%
Term: 1/1/2019 - 12/31/2019

Background:

+ CVS/Caremark total 13M Lives... Affiliated SilverScript PDP ~5.5M total Lives... ~78% LIS... non-Affiliated 7.3M lives where
Caremark is the PBM... inclusive of Aetna

« Effective 1/1/2018 Aetna’s Part D business is moving under Caremark.... 3.1M Lives

- For 2019, ] Med D may fall under SilverScript and is included in this offer/financials and separately, ||| ] s soliciting
a 2019 bid directly from Sanofi

* RFP due 12/8/2017

Current Contract:
Apidra... Preferred Tier...(1-many) Max Payment 15%... Base Rebate 12%... Admin Fee 3%... Price Protection 5%

Soliqua... Preferred or Specialty Tier...(1-1) or (1-2) Max Payment 56%... Base Rebate 53%... Admin Fee 3%... Price Protection 6%
Term: 1/1/2018 - 12/31/2018

Initial Proposal:
+ Maintain same rebates and PP terms
* Term: 1/1/2019- 12/31/2019

Rationale:

« Customer has not provided reason or concern for SA to revise offer
+ Maintain current level of access

Additional Considerations:
» Government Pricing: Financial impact to Sanofi: N - Part D excluded from Government Pricing; Operational/system impact: N

Financials:
« Rates within 2019 3YFF

SANOFRI «

6,35,\#’-‘:!.

CONFIDENTIALAND PROPRIETARY/ : i.jg‘; Marker Access
SATICIE PN St a0s

S

FOR INTERNAL USE ONLY/DO NOT DISTRIBUTE %,
PENDING SA LEGAL REVIEW

HIGHLY CONFIDENTIAL SHNOFI_SFC_OOOO9953
Confidential commercial or financial information not
subject to disclosure under FOIA



CVS/Caremark Medicare Part D — Lantus/Toujeo
Max Payment 72% Lantus / 67% Toujeo...PP 0% Lantus, 3% Toujeo
Term: 1/1/2019 - 12/31/2019

Background:

+ CVS/Caremark total 13M Lives... Affiliated SilverScript PDP ~5.5M total Lives... ~78% LIS... non-Affiliated 7.3M lives where
Caremark is the PBM... inclusive of [}

+ Effective 1/1/2018 Aetna’s Part D business is moving under Caremark.... 3.1M Lives

« For 2019, ] Med D may fall under SilverScript and is included in this offer/financials and ] Med D is soliciting a 2019 bid
directly from Sanofi

+ 2018 Coverage: Choice Formulary (7.4M) Not Covered... Plus Formulary (5.35M) Covered 1-2

« CVS rejected Sanofi’s offer of a blended total payment of 78% for 2018 T2 formulary placement

* RFP Due 12/8/2017

2019 Current/Initial Offer (maintain same terms as current contract):

+ If CVS maintained L/T on formulary through ’20 an incremental deferred payment offer of 2%

+ Total Payment = Lantus 67% (base) +3% (admin) +2% (deferred) = 72%...Toujeo 62% (base) +3% (admin) +2% (deferred) = 67%
* Total Blend inclusions of admin fee and deferred payment = 71%

* Lantus PP 0%... Toujeo PP 3%

Rationale:
* Responding to CVS’s Request to bid for 2019 formulary position with the largest Part D sponsor

Additional Considerations:
+ Government Pricing: Financial impact to Sanofi: N - Part D excluded from Government Pricing; Operational/system impact: N

Financials:
+ Next Slide
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CVS/Caremark Medicare Part D — Lantus/Toujeo

Max Payment 72% Lantus / 67% Toujeo...PP 0% Lantus, 3% Toujeo
Term: 1/1/2019 - 12/31/2019

*cvs S
in Millions 3YFFF2 2017 Rejected - T2 T2 Max Non-Preferred Not Covered
71% 2018 Offer 78% Approved 79%  Tier Choice, (81% Erosion)
Maintain Plus
69%
Gross Sales $315 S606 $606 $374 $138
Rx Erosion 0% 221% 221% 22% -81%
Rebate % 71.0% 77.7% 79.3% 69.1% 0.0%
Rebate S $155 S471 S481 $258 SO
Net Sales $160 $135 $126 $115 $138
less
2% Prompt Pay S6 S12 S12 S7 S3
1.6% DPA S5 $10 $10 S6 $2
Other Cost S16 S30 S30 $19 S7
Net Sales after other costs $133 $83 $74 $83 $126
less
2% COGS S6 S12 S12 S7 S3
Final Net $127 $71 $62 $76 $123
Breakeven Rebate to Baseline 73.61% 57.20%
Breakeven Rebate to NC 77.24% 63.09%
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CVS/Caremark Medicare Part D — Lantus/Toujeo
Max Payment 72% Lantus / 67% Toujeo...PP 0% Lantus, 3% Toujeo
Term: 1/1/2019 - 12/31/2019

BACK UP
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CVS/Caremark Medicare Part D — Lantus/Toujeo

Max Payment 72% Lantus / 67% Toujeo...PP 0% Lantus, 3% Toujeo

Term: 1/1/2019 - 12/31/2019
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CVS/Caremark Medicare Part D — Lantus/Toujeo
Max Payment 72% Lantus / 67% Toujeo...PP 0% Lantus, 3% Toujeo
Term: 1/1/2019 - 12/31/2019
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Sanofi Pricing Committee Recommendation 10/5/2017
WellDyneRx, LLC.
Prepared By: Gary T White

EXECUTIVE SUMMARY
Brand(s) Customer [ Channel Type of Request Time Period
Lantus and WellDyneRx, LLC. New Direct Contract 1/1/2018 - 12/31/2019
Toujeo Commercial Customer
Recommendation: This Lantus and Toujeo offer will be for a Tier 2 preferred position on WellDyneRx's

Clinical Focus formulary (one of two manufacturers) and for a Tier 2 exclusive
position on their more closed Clinical Outcomes Formulary) and within their “Closed
Diabetes Carve out” which uses the Clinical Outcomes formulary. This carve out
which uses the Clinical Outcomes formulary allows clients to move the

_' management of Diabetes from their Clinical Focus Formulary to WellDyneRx’s more
| closed Clinical Outcomes formulary.

WellDyneRx has indicated we need to be competitive with Basaglar to retain our
current formulary position. Our recommendation is to offer three rebate tiers to
match Sanofi contract risk to WellDyneRx’s formulary control within their two
Commercial formularies.

Lantus Toujeo Price Protection
Formulary / Controls Rebate | Rebate
Offer Offer

Clinical Focus 42% 40%
(Tier 2 to Tier 3 copay differential)
Clinical Focus 46% 44%
(Tier 2 to Tier 3 copay differential
plus PA and / or SE) FR RNy
Clinical Outcomes 50% 48%
(including Closed Diabetes Carve
out Program)

*Rates in the table above represent Walk-Away rates; intent is to walk-in with initial proposals 4% less than rates referenced above

Financial Impact:

e Sanofi has the opportunity to retain glargine business at WellDyneRx at a lower
rebate rate than the national PBM rates, downside risk is a move to a Not
Covered position and accompanying volume loss.

Risk Considerations:

| ik of Contract: I

| Risk of No Contract:

Customer Background:

WellDyneRx is a Regional PBM with 945,000 Commercial lives. Their typical clients are employers, unions, and
public / government entities (e.g. Suffolk County Employee Medical Health Plan (EMPH)) in the 1K to 5K group
size. In 2018, WellDyneRx is consolidating three formularies used in 2017 down to two Commercial formularies:

HIGHLY CONFIDENTIAL
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Sanofi Pricing Committee Recommendation 10/5/2017
WellDyneRx, LLC.
Prepared By: Gary T White

Their Clinical Focus Formulary and a more closed Clinical Outcomes Formulary. These differ largely through the
utilization management technigues used.

¢ Within the Clinical Focus Formulary, Prior Authorizations and / or Step Edits requiring failure of preferred
product(s) are used with clients coming to this formulary from their 2017 National Preferred Formulary.
Clients coming to the Clinical Focus Formulary from the 2017 Basic Formulary will simply face a Tier 2 to Tier
3 copay differential to access non-preferred products.

e  Within their narrower Clinical Outcomes Formulary, utilization management technigques include Exclusion
Lists identifying non-preferred, NDC Blocked products and “preferred” formulary alternatives. A Medical
Exception process will allow patient access to these “Blocked” non-preferred products based on preferred
product failure and medical necessity. Once an exception is granted, the patient pays a Tier 3 copay.

o
Co-Pay Preferred Branded Tier $35 $35
Co-Pay Non Preferred S50 S50

e One way WellDyneRx plans to create a differentiated market position is by emphasizing formulary products
with low Average Wholesale Price (AWP) compared to competitors, which is a key reason Basaglar has
gotten their attention given its lower WAC. Ancther is by creating Closed Category options; these Closed
Category options will allow employers using the Clinical Focus Formulary to move select high cost
therapeutic categories to the more managed Clinical Outcomes Formulary.

Current Situation and Contract Terms:

Formulary Lives
945,000 Lives Total

Current Formulary Position for both
Current Market Share

Current Contract Rebate

Price Protection Threshold

Admin Fee

Current Average Rate (is the avg for
the account, accounting for mix of business,
price protection, admin fee for the
customer)
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Sanofi Pricing Committee Recommendation 10/5/2017
WellDyneRx, LLC.
Prepared By: Gary T White

Proposed:

ttttt = R T

i
Anticipated Formulary Lives
Distribution (12/31/2018)
945,000 Lives Total

Proposed Formulary Position

Current Market Share

Proposed Rebate — Lantus
Proposed Rebate - Toujeo
Price Protection Threshaold
Admin Fee

Current Average Rate (is the avg for the
gccount, accaunting for mix of business, price
protection, admin fee for the customer)

Rationale

Risk Assessment:

~ Summary Financial Assessment:
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Sanofi Pricing Committee Recommendation 10/5/2017
WellDyneRx, LLC.
Prepared By: Gary T White

Assumptions:
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From: Fondaco, Michael JUS

Sent: Wednesday, September 27, 2017 9:32 PM
To: Borys, Margaret /US; Halenar, Lori /US
Subject: RE: Preliminary PRB Agenda 9/28/17
Margaret,

In a nutshell, WellDyneRx is a PBM with ~1M lives. They currently use Gateway as their claims aggregator under

ESI. WellDyne believes they can better negotiate rebates on their own instead of getting their rates nipped by both
Gateway and ESI. Much more information to be presented tomorrow but the bottom line is the proposed rates are less
than the ESI rate so it's a savings to the brand.

Feel free to call me if you have any questions.

Thanks.

From: Borys, Margaret /US

Sent: Wednesday, September 27, 2017 5:10 PM
To: Halenar, Lori /US; Fondaco, Michael /US
Subject: FW: Preliminary PRB Agenda 9/28/17

Lori/Mike,

I've not heard of the Lantus/Toujeo new customer that is on the agenda for today. Can you guys give me
background? Also, I'm in San Fran and can't participate today.

Margaret

-----Original Message-----

From: Halenar, Lori /US

Sent: Wednesday, September 27, 2017 05:01 PM Eastern Standard Time

To: Wentworth, Jim /US; Burke, Mary /US; Siragusa, Carrie /US; Bass, Cynthia /US; Spencer-Pike, Kathy /US;
Marchessault, Ron /US; Burke, Maureen /US; Cann, Chris /US; Youngquist, Kristin /US; Koenig, Sheldon /US;
Gleeson, Gerald /US; Borys, Margaret /US; Gilhodes, Laurent /FR; Geremia, Joseph /US; Yonce, Cary /US

Cc: Lydon-Fersch, Karen /US; Jacot-Guillarmod, Shawn /US; Ridolfi, Phillip R. /US; Paternoster, Dominick
US; Seasock, Roger /US; Perry, Kara /US; Hansson, Petur /US; Cirri, Liz /US, Fondaco, Michael /US; Adams,
Patricia /US; Haley, Alfred /US; Goldate, Kelly /US; Forman, Brian /US; Baisley, Tricia /US; Vetti, Rick /US;
Downing, Max /US; Clay, Chris /US; Bray, Scott /US; Biddlecom, Michael /US; Krammer, Ron /US; Mueller,
Matthew /US; Rozzelle, Jennifer /US; Demmerle, Alicia /US; Barnes, Stephen /US; Renzo, William /US;

1
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Sullivan, Gerard /US; Bruce, Jonathan /US; McDaniell, Craig /US; Haley, Alfred /US; Christofilakes, Rachel
/US; Buckelew, Daniel /US; Kensicki, Ronald /US; Pearlstein, Cindy /US; Steuart, Scott /US; Faught, Shannon
/US; Gamel, Laura /US; Perkins, Andrew /US; Sullivan, Gerard /US; Lui, Leeann /US; Borneman, James /US;
Albano, James /US; Sakae, Asako /US; Harris, William /US; Halenar, Lori /US

Subject: Preliminary PRB Agenda 9/28/17

PRB Members, below is the preliminary agenda for Thursday’'s PRB meeting. If your business area is not included in
the agenda, it is not necessary for you to attend the meeting.

**Please be advised that due to limited space in the conference room, we are asking that only voting members,
presenters, contract strategy leads, legal and compliance attend the meeting in person.**

Sanofi PRB
Please utilize the Sanofi Conf. Call Number Toll Fres“onference Code:_

WebEx Link: https://sanofi-americas.acms.com/rSx1brm9i
Dcv BU

Product: Lantus/Toujeo

Topic: WellDyneRx, LLC Commercial (New Customer)
Presenter: A. Haley

GM BU

Product: Sevelamer

Topic: Sevelamer AG WAC and contract pricing
Presenter: P. Adams

Thanks,

Lori

Lori Halenar

Strategic Pricing and Contracting
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Soliqua 2017/2018 Tracker

SOLIQUA 2017 BIDS

Latest / Expected Offer Status Expected 2017 F1

Dat Blended Date of Net Sal Nit Salos Access Start Formulary
ate Rate*** Notification et sales e Date Position

Prime 1.1 - 4] 0% - 1/1/2018| Preferred -
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Glargine 2018 Tracker

Glargine 2018 Bids

Latest Offer Offer Status

Blended -
Date Details
Rate

No Opportunity (UHG) | No update

07/15/16 51%
/1s/ ° Tier 2 = 51% (OPT) from 2017

o update
from 2017

Prime 125 10/06/16 50% 1-2 50%

Expected

Date of
Notification

N/A

Term

1/1/17-
12/30/20

/1
12/31/18

Offer

Gross Sales

224

112

Approved Rates 2018 LRP

Net Access Form

Blend LAN TOU Rat
en e Sales Start Date Position

65% 65%

54% |57% 52% 224 60% 90|1/1/2018 22
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From: Fondaco, Michael /US

Sent: Friday, July 28, 2017 9:24 PM

To: Gleescn, Gerald /US; Geremia, Joseph /US

Cc: Halenar, Lori /US; Paternoster, Dominick /US; Jacot-Guillarmod, Shawn /US; Perkins,
Andrew /US

Subject: RE: CVS Part D Glargine Proposal

Team,

Attached is a supplemental deck to be used in our meeting on 7/31 with the Global team. Additional slides answer
Laurent’s questions and also include a 2019 summary in response to Margaret’s request for a 2-yr view. Summary of
deck:

Slide 1 — Qriginal 2018 BUPC Financial Summary
Slide 2 — 2019 Financial Summary

Slide 3 — Per Laurent’s request for 1) side-by-side comparison, 2) erosion rates,
e After inclusion of additional fees, we are still profitable up to an 89% rebate
s After all other fees have been included, the No Contract scenario is more profitable. This was discussed at
length during PRB. There are other mitigating factors to consider beyond pure dollars...
o How would it look to be removed from the largest Medicare plan?
o Top line sales volume would significantly erode

Slide 4 — and, 3) tipping point analysis
e CVS would need to shift 68.9% of glargine volume to Novo to break even (at an assumed 81% Novo rebate offer)

If you have any questions about the contents of this message before Monday morning, please respond to Andrew or me
via e-mail.

Best regards,

Mike

rorm: Gleeson' Gerald /us TR
Sent: Friday, July 28, 2017 11:43 AM

To: Perkins, Andrew /US

Cc: Geremia, Joseph /US; Halenar, Lori /US; Paternoster, Dominick /US; Fondaco, Michael /US; Jacot-Guillarmod, Shawn
JUS

Subject: Re: CVS Part D Glargine Proposal

Andrew, please send to me when ready.

Sent from my i1Pad

On Jul 28, 2017, at 7:22 AM, Perkins, Andrew /US i} N I 1 oi<:

No problem — | should have all of this but need to combined into one easy file.
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I will get working on this today

Andrew

From: Geremia, Joseph /US

Sent: Friday, July 28, 2017 7:01 AM

To: Perkins, Andrew /US; Halenar, Lori /US; Paternoster, Dominick /US; Fondaco, Michael /US; Jacot-
Guillarmod, Shawn /US

Cc: Gleeson, Gerald /US

Subject: Fwd: CVS Part D Glargine Proposal

Team

Andrew I believe you may have some of this information available. Can you take a look and
model as outlined below

Lori we probably need a BUPC early next. Preferably Tuesday am.

All any questions please let me know.

Thanks
Joe

Sent from my iPhone

Begin forwarded message:

From: "Gleeson, Gerald /US"
Date: July 28, 2017 at 6:46:23 AM EDT

To: "Gilhodes, Laurent /FR-

Cc: "Borys, Margaret /US" >, "Qelrich, Stefan
/DE"
Subject: Re: CVS Part D Glargine Proposal

Laurent - good feedback and we will refine the additional inputs you outlined. We
are also pushing for a 2 year approach as well.

In addition, we'll prepare for a BUPC early next week.
Regards,
Gerry

On Jul 28, 2017, at 6:02 AM, Gilhodes, Laurent /FR

N - 10

...butit is still useful to compare with baseline to understand the erosion
assumptions.
Thanks.
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De : Borys, Margaret /US

Envoyé : vendredi 28 juillet 2017 11:44

A ! Gilhodes, Laurent /FR; Gleeson, Gerald /US; Oelrich, Stefan /DE
Objet : RE: CVS Part D Glargine Proposal

Laurent,

I would also recommend looking at this with a multi-year scenario
in mind and potential impact to other plans. And, as you know,
because we've already been informed that we lost the business, the
only true comparison for decision-making purposes now is new
contract terms vs no contract. Comparison to LRP would be for
expectation setting only.

Margaret

Margaret Borys

-----Original Message-----

From: Gilhodes, Laurent /FR

Sent: Friday, July 28, 2017 03:37 AM Eastern Standard Time
To: Gleeson, Gerald /US; Oelrich, Stefan /DE

Cc: Borys, Margaret /US

Subject: RE: CVS Part D Glargine Proposal

Gerry,

| would need the following additional information before making a
recommendation:

£ Financials:

o side by side comparison from gross sales to net
(including Rebates, Coverage Gap, prompt pay and DPA
fees) of the various scenarios: a) LRP Baseline b) No
Contract ¢) New proposal

o Details of the No Contract scenario for sales evolution
compared with baseline by books of business (Choice,
plus, ()

« Tipping point:

o What percentage of current Glargine volumes do they
need to switch Novo basals to break even vs. our
current offer (69% blend)

From a governance standpoint, will you plan for a formal BUPC call next
week? The proposal will have to be discussed with Peter early next
week.
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Thanks.
Laurent

De : Gleeson, Gerald /US

Envoyé : vendredi 28 juillet 2017 00:38

A : Oelrich, Stefan /DE; Gilhodes, Laurent /FR
Cc : Borys, Margaret /US

Objet : CVS Part D Glargine Proposal

Stefan/Laurent - as per our discussion last week, the following
reflects our Glargine proposal for CVS Silverscript Medicare Part
D.

As you are aware, CVS/Caremark submitted their 2018 formulary
to CMS with Lantus and Toujeo excluded from their Choice
formulary representing approx. 10M lives. Our proposal as
outlined below refelcts an aggressive counter offer to remain on
formulary. My team is meeting next Thursday with
CVS/Caremark, and we are seeking your approval to present the
offer below.

The offer was reviewed and approved at today’s PRB meeting.

If you have questions or need additional information please let me
know.

Regards,

Gerry

&3k

CVS/Caremark Medicare Part D — Lantus &
Toujeo 2018 Bid Response

Background:

*  CVS/Caremark total 13M Lives... Affiliated
SilverScript PDP 5.5M Lives (of which ~78%
LIS)... non-Affiliated 7.3M Lives where
Caremark is the PBM...includes A- 3.1M

4
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lives moving to CVS/Caremark effective
1/1/18

*  Current Coverage: CVS/Caremark L/T 1 of
2... MS 71.5% and [JJL/'T NC...MS
19%...overall blended L/T... MS 60%

* Lantus/Toujeo will remain preferred access
on the Plus Formulary (2.4M lives) with Novo

*+ CMS allows Part D sponsors to add products

but not remove once formularies are
submitted

Prior Offer 1-2:

* IfL/T on formulary through ’19 an
incremental deferred payment offer of 2%

* Total Payment = Lantus 65 (base) +3 (admin)
+2 (deferred) = 70%, Toujeo 60 (base) +3
(admin) +2 (deferred) = 65%

* Total Blend 69%

Revised Proposal 1-2 and 1-3:

* Increase Base Rate: +12 points (Lantus
77%)...+12 points (Toujeo 72%); Remove
deferred payment offer

* Total Payment = Lantus 77 (base) +3 (admin)
=80%, Toujeo 72 (base) +3 (admin) = 75%

* Total Blend = 79%

Rationale/Assumptions:

* Assumption — based on our Net Cost To Plan
(NCTP), we assume an 85% erosion rate with
competitor rate of 81% and 2% portfolio
rebate. This equates to $119M additional
rebates to Caremark
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In order for SA to equal NCTP, SA to offer
80% blended rebate (+10 points) to cover the
$119M

Protects Sanofi Net Sales = $243M

Financials LRP (Net Sales):

&3k

Baseline LRP > Caremark $356M (blended
rebate 69%), [JJS6M (blended rebate
52%) = Total Net Sales $362M (overall
blended rebate 69%)

Revised bid 2 Variance vs. LRP...Total Net
Sales -$104M... Assume blended rate 79.2%
and 30% incremental of - non
contracted volume

No Contract = Variance vs LRP....Total Net
Sales -$103M...Assume loss of coverage
~60% volume downside for glargine as SA
will retain Plus ~ 2.4M lives
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BU Pricing Review Board

CVS Medicare Part D Supplemental

Analysis

July 31, 2017

Sﬁ& % i} g § e CONFIDENTIAL AND PROPRIETARY/
Y FOR INTERNAL USE ONLY/DO NOT DISTRIBUTE
7/27/2017 PENDING FINAL SA LEGAL REVIEW
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cvsiCaremark Medicare Part D / [} NI - Lantus/Toujeo 2018 Re-Bid
CVS - Pref 1-3...Total Blended Payment 79.2%

Background:
CVS/Caremark total 13M Lives... Affiliated SilverScript PDP ~5.5M Total Lives (of which ~78% LIS)... non-Affiliated 7.3M Lives

where Caremark is the PBM... inclusive o
Effective 1/1/18 Aetna’s Medicare Part D business is moving under Caremark.... 3.1M Lives

Current Coverage: CVS/Caremark L/T 1 of 2... MS 71.5% and [JJij L/T NC...MS 19%...overall blended L/T... MS 60%
SilverScript submitted two formularies for 2018 (Choice & Plus) to CMS excluding L/T from Choice ~ 10M Lives
Plus Formulary will have Lantus/Toujeo preferred with Novo ~2.4M lives

CMS allows Part D sponsors to add products but not remove once formularies are submitted

Latest Offer:

+ If CVS maintained L/T on formulary through ’19 an incremental deferred payment offer of 2%

» Total payment = Lantus 65 (base) +3 (admin) +2 (deferred) = 70%...Toujeo 60 (base) +3 (admin) +2 (deferred) = 65%
+ Total Blend inclusions of admin fee and deferred payment = 69%

Revised Proposal 1-3 and 1-2:

* Increase Base Rate: +12 points (Lantus 77%)...+12 points (Toujeo 72%)
o Total Payment = Lantus 77 (base) +3 (admin) = 80%...Toujeo 72 (base) +3 (admin) = 75%
o Total Blend inclusions of admin fee =79%

Rationale:

+ Responding to CVS’s Request to re-bid for 2018 to maintain formulary position with the largest Part D sponsor

* Net Cost to Plan (NCTP) assumes 85% erosion rate. Assume 81% competitor rebate and 2% portfolio rebate. In order for SA to
equal NCTP, SA to offer 80% blended rebate to make up $119M additional rebates to Caremark.

+ Invest incremental 10 points = $119M to protect Sanofi Net Sales = $243M

Additional Considerations:
+ Government Pricing: Financial impact to Sanofi: N - Part D excluded from Gov’t Pricing; Operational/system impact: N

Financials LRP (Net Sales):
- Baseline LRP Caremark $356M... blended rebate 69%... [JJlj $6M...blended rebate 52%... Total Net sales 362M... overall

blended rebate 69%
- Variance vs. Baseline...Proposed offer blended rate 79.2%...Total net sales -$104M... assume 30% incremental of [Jj non

contracted volume
« Variance vs. No Contract....Total Net Sales -$103M

CONFIDENTIAL AND PROPRIETARY/
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cvS/Caremark Medicare Part D /JJjjjij Part D - Lantus/Toujeo 2018 Re-Bid
CVS - Pref 1-3...Total Blended Payment 79.2%

Background:
CVS/Caremark total 13M Lives... Affiliated SilverScript PDP ~5.5M total Lives... ~78% LIS... non-Affiliated 7.3M lives where

Caremark is the PBM... inclusive offjjjjj}

Effective 1/1/18 Aetna’s Part D business is moving under Caremark.... 3.1M Lives

Current Coverage: CVS/Caremark L/T 1 of 2... MS 71.5% and [JJL/T NC...MS 19%...overall blended L/T... MS 60%
SilverScript submitted two formularies for 2018 (Choice & Plus) to CMS excluding L/T from Choice ~ 10M Lives

Plus Formulary with have Lantus/Toujeo preferred with Novo ~2.4M lives
CMS allows Part D sponsors to add products but not remove once formularies are submitted

Latest Offer:
+ If CVS maintained L/T on formulary through ’19 an incremental deferred payment offer of 2%
» Total payment = Lantus 65 (base) +3 (admin) +2 (deferred) = 70%...Toujeo 60 (base) +3 (admin) +2 (deferred) = 65%

+ Total Blend inclusions of admin fee and deferred payment = 69%

Revised Proposal 1-3 and 1-2:

* Increase Base Rate: +12 points (Lantus 77%)...+12 points (Toujeo 72%)

» Total payment = Lantus 77 (base) +3 (admin) = 80%...Toujeo 72 (base) +3 (admin) = 75%
» Total Blend inclusions of admin fee =79%

Rationale:

+ Responding to CVS’s Request to re-bid for 2018 to maintain formulary position with the largest Part D sponsor.

* Net Cost to Plan (NCTP) assume 85% erosion rate. Assume 81% competitor rebate and 2% portfolio rebate. In order to SA to
equal NCTP SA to offer 80% blended rebate to make up $119M additional rebates to Caremark.

+ Invest incremental 10 points = $119M to protect Sanofi Net Sales = $243M

Financials LRP 2019 (Net Sales):

- Baseline LRP Caremark $331M... blended rebate 71%... |JJjij $6.6M...blended rebate 57%... Total Net sales 336M... overall
blended rebate 71%

- Variance vs. baseline...Proposed offer blended rate 79.2%...Total net sales -78.5M... assume 30% incremental of [Jj non
contracted volume

+ Variance vs. no contract....Total net sales -$81M

CONFIDENTIAL AND PROPRIETARY/
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CVS Side-by-Side Comparison (Total GTN View)
and Erosion Rates by Book of Business

Baseline LRP Glargine 80% No Contract
Glargine 2018 Rebate Glargine
Gross Sales S S 1,169,490,233 | S  1,247,609,257 | S 473,836,156
Rebates S S 807,473,889 | S 989,409,507 | S 215,272,542
Rebate % 69% 79% 45%
Net Sales S S 362,016,344 | $ 258,199,750 | $ 258,563,614
2% Prompt Pay S 23,389,805 | S 24,952,185 | S 9,476,723
1.6% DPA S 18,711,844 | S 19,961,748 | S 7,581,378
COG 2% S 23,389,805 | S 24,952,185 | S 9,476,723
Other Costs S 58,474,512 | S 62,380,463 | S 23,691,808
Net Sales S after Other Cost| $ 238,050,380 | $ 125,953,169 | $ 208,336,981
Variance to LRP S (112,097,211)| S (29,713,399)

Assumptions:

+ 30% shift of Novo's Aenta volume to Lantus and a 3% decrease in Lantus volume to Basaglar.
« Includes [Ji] non-contracted volume

* No Contract Rebate Blend assumes paying 69% for the Plus Formulary

Erosion Rate
» Overall erosion of gross sales would be 60%
» Choice Formulary — 81% Lantus/Toujeo volume erosion

» Plus Formulary — No erosion. Sanofi is bound to the current 69% blend rebate offer
» CVS would retain 26% of the overall lives with the Plus Formulary

* Includes the $119M increase in rebates from Novo increasing their offer
CONFIDENTIAL AND PROPRIETARY/
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Tipping Point

Break Even Assumptions

Rebate S Needed to BE S 468,245,300
CVS BE Conversion Rate 68.86%
Gross Sales Avail for conversion S 578,080,617
Novo Rebate % 81%
Novo Rebate S S 468,245,300

* If CVS rejects sanofi 2018 blended rate of 69%, it would require Novo to capture 68.9%
of current Glargine volume to break even

* This assumes a Novo rebate of 81% (This would require an 86.4% volume capture for
Novo to break even)

Note: [} was able to shift 81% of Lantus/Toujeo volume when excluded from formulary.
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2017 Glargine Pricing
Toujeo price action...17B assumes +3% effective 01/01/17

Focus on differentiation of pricing > Toujeo vs Lantus...gross and net

20% of upside derived from non-contracted business (~$4M)...targeted for cash card and
copay card programs

Cancellation of price action to 2018 = -$19M (vs 17B)

L

Ramifications of price action

« Impact to ongoing 2018 negotiations (] I requiring equivalent net pricing to retain
coverage...

* Public relations - focus on insulin pricing...
* Group pricing policy and pricing evolution disclosures...

Full glargine price action? - no impact to negotiations but similar public ramifications
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HIGHLY CONFIDENTTIAL SANOFI_SFC_OOOllllOB
Confidential commercial or financial information not
subject to disclosure under FOIA



2017 Glargine Pricing
Toujeo price action...17B assumes +3% effective 01/01/17

* Postponement of the Toujeo price action = -$19M (vs 17B)

Channel 01/01/17 |03/01/17 |04/01/17 07/01/17 |10/01/17
Commercial (1.2) (1.8) {3.9) (6.2)
Medicare w/ Coverage Gap (1.2) (1.9) {3.9) (6.3)
Medicaid* (0.1) (0.2) (0.3) (0.5)

Focus for cash-card and copay programs...cash

26)] (39 (82 (131  paying and HDHP patients

* Price action effective 05/01/17 = -$5M...

* Lost coverage in 2018 (vs 2018 3YFF)... -$95M
- I
| o
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2017 Glargine Pricing

Lantus price action...alignment with Toujeo pricing...

SMillions)
Channel 01/01/17| 03/01/17 | 04/01/17 | 07/01/17 | 10/01/17
Commercial 28.7 23.9 215 14.3 7.2
Medicare w/ Coverage Gap 22.4 18.7 16.8 11.2 5.6
Medicaid* 0.0 0.0 0.0 0.0 0.0

Total

48.6 40.5 36.4 24.3 12.1
* Impact of 05/01/17 price action (+3%) = +$32M...
Confidential - For Internal Use Only - Do Not Distribute | 4
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B - L:ntus / Toujeo

Preferred Brand Tier: 38-50% Rebate... 6% PP [Cumm-Net]...Total Payment Rate: ~47.5%
Term: 01/01/2018 — 12/31/2019

Background:
» Lives: ~7TM Lives

+ Response due date: 04/14/2017
+ Other information: Preferred brand Tier co-pay : $25, non-preferred brand tier co-pay: $55. Predominately 3T design with some 4T.
Non-formulary drugs are listed as NC requiring documented failure on preferred brands and a medical exception.

Current Contract:
* (1 of 2) Manufacturer position at 35% (85% of sales) ... (1 of 1) Manufacturer position at 40% (15% of sales)
* Price Protection = 6% [Cumulative-Net ]

Proposal:
+ Term:01/01/2018 to 12/31/2019

* Preferred Brand Tier: (1 of 3 MFR’s) 38% ... (1 of 2 MFR’s) 47% ... (1 of 1 MFR’s) 50% ... Toujeo Exclusive Basal 50%
+ Price Protection = 6% [Cumulative-Net ] ... Year 1 & 2
* UM Criteria: None

Rationale:
[ has asked for offers for the basal insulin category. [ is reviewing the category in the late May timeframe to make access
decisions that will be implemented on 01/01/2018.

Additional Considerations:

+ Government Pricing: Financial impact to Sanofi: N; Operational/System impact: N

- Other: ] removed Victoza from formulary 01/01/2017 and refers to Trulicity as its “workhorse” GLP1. ] has referenced Lilly’s
deep frustration with current NC position for Basaglar.

Financials (Net Sales):

» 3YFF Net Sales = 2018 = $69.8M (45% rebate rate)

« Variance to Net Sales - 2018 = -$3.0M (47.5% blended rate)

* No contract (variance vs 17B) = 2018 = -$30.0M... Health Partners MN Lantus Analog (Based on 2017 YTD TPS Data)

SANOFRI

4/6/2017
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Lantus Price Evolution

CPI Act

Growth Growth MAC Growth vs 2007
2005 3% 57.35 46.92
2006 40% 19% 20% 15% 5% 3% 29 184 155 64.67 54.97
2007 30% 17% 13% 13% 0% 3% 35 167 132 71.96 61.22 WAC NET
IF’2008 31% 16% 14% 18% -3% 4% 62 236 174 83.04 68.81 15.4% 12.4%
2009 24% 14% 10% 12% -3% 0% (9) 207 215 91.95 74.66 27.8% 22.0%
2010 7% 4% 3% 10% -7% 2% 42 76 34 100.64 76.72 39.9% 25.3%
2011 15% 11% 4% 10% -6% 3% 91 109 18 109.98 79.37 52.8% 29.7%
2012 22% 6% 16% 19% -4% 2% 68 508 439 130.05 91.03 80.7% 48.7%
2013 26% 7% 19% 25% -6% 2% 59 754 694 160.16 107.27 122.6% 75.2%
2014 12% 1% 11% 35%  -24% 2% 80 563 484 215.74 119.28 199.8% 94.8%
2015 -20% 1% -21% 15% -37% 0% 6 | (1,202)| (1,208) 24841 93.97 245.2% 53.5%
2016 -13% -6% -6% 0% -7% 1% 45 (290) (334) 248.45 87.48 245.2% 42.9%

$304 $ 731 $ 428

| 10
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Pharma Industry price actions...57 of top 200 products took a price
increase in January 2017...range from +3.0% to +9.9%...
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2016 price action impact by therapeutic area...

14

Ophthalmic-Intraocular Pressure...

9% 9%

Urinary Antispasmodic - Antichol.... -

: Contraceptive Oral - Biphasic

Alzheimer's Disease Therapy -...

. Angiotensin Il Receptor Blockers...

2%

Antihyperglycemic - Sodium...
Insulin Analogs - Rapid Acting
Nasal Corticosteroids

Contraceptives - Intravaginal...

Analgesic Narcotic Agonists

. Influenza Antiviral Agents -...
Antipsychotic-AtypicalD2 Receptor...
Thyroid Hormones - Animal Source...

Dermatological - NSAID Single...

Asthma Therapy - Glucocorticoids

Beta Blockers Cardiac Selective
Antihyperlipidemic - Selective...

Agents for Narcotic Withdrawal

Direct Factor Xa Inhibitors

Erectile Dysfunction (ED) Drugs-...
Asthma/COPD - Anticholinergic...
Antihyperglycemic - Dipeptidyl...
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Gastric Acid Secretion Reducing...

Anticonvulsant - GABA Analogs

Attention Deficit-Hyperactivity...

: Anti-inflammatory Tumor Necrosis...
Insulin Analogs - Long Acting
Asthma/COPD Therapy - Beta...
Asthma/COPD Therapy - Beta 2-...
Antihyperlipidemic - HMG CoA...

Thyroid Hormones - Synthetic T4...
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Sanofi USPC Recommendation

ES!/J 2017 Glargine Part D Revision
November 16, 2016

Jeccurve sovvac

. Brand(s) . |  Customer/Channel | = TypeofRequest . | = Time Period
Lantus/Toujeo Part D — PST Exclusive Contract Offer Proposal 1/1/17 through 12/31/17
“Contracting Strategy: /| Secure 2017 access for Lantus & Toujeo in Tier 3 Exclusive for - Improve ESI’s
PST Exclusive (1 of 1 Manufacturer) offer

eferred Tier
xclusive Formulary Position

Price Protection:
cumulative net)

Recommendation:

Part D — PST Exclusive | Walk IN: 47%* 6%
Portfolio Option MAX: 48%*
(LAN & TJO Bundle} *total payment inclusive of 4.875% Admin Fee
Financial Impact: Baseline Net Sales {(3YFF) ESI $331M (43%)

_ | Net Sales Variance to Baseline:

| Scenario 1a: Increase ESI PST Exclusive - Walk In 47% = -$0.9M
Scenario 1b: Increase ESI PST Exclusive - Max 48% —>-$1.2M
Scenario 2: Increase [l (SCO) +2% (45%) > -$1.7M

Customer Background:
o R compasses 39 million medical lives; 1 million of which are enrolled in Part D business.
e Currently this account covers Lantus & Toujeo Exclusive for PDP business. Levemir & Tresiba are non-
preferred
e T Vil review Sanofi Glargine proposal in late November and may make decision prior to 4Q16.
R s2les are ~15% of total ESI in the channel (SEP2016 YTD rebate claims). Anthems PDP sales are
approx. 35% of Anthem’s Part D sales.

Current Contract Terms:
e lantus & Toujeo — PST Exclusive (1of1 Manufacturer) 44%, 6% PP Cum’l Net (full detailed ESI offer below)

Proposal Recommendation:
e lantus & Toujeo — PST Exclusive (1ofl Manufacturer) 48%, 6% PP Cum’l Net, inclusive of AF (4.875%)

Rationale for Recommendation:

e The Part D business accounts for 22% of total ||| I vo!ume.

o [ ccently stated that Basaglar is being considered for 2017 Part D addition to formulary. Account is
requesting an increase to the 2017 offer to keep Lantus & Toujeo Exclusive for PDP business and parity
with Levemir for MAPD business.

o 35% of | Part D sales are currently in the PST Exclusive rebate payout cell and represents 100% of
the ESI Part D sales for that particular payout cell.

e An offer to increase ESI’s PST Exclusive rebate offer only for | i offer would not increase exposure to
ESI its remaining clients as no other plans is currently in that payout cell. The PST Exclusive option by
Agreement definition requires Lantus/Toujeo exclusivity and all other CPC competitors to be NDC Blocked
and/or SE through Preferred Brands (see PST definition below)

o This recommendation is in lieu of offering an increased rebate for all ofjj| | | NN \hich will
have rebates > ESI base business. This approach creates a greater financial risk to SA if such rebates would
spills over to the rest of ESI’s Part D business.

o Clinically Lantus & Basaglar are very similar so primary differentiation will be cost. ] will choose
product with lowest net cost for 2018 Part D.

HIGHLY CONFIDENTIAL SANOFI_SFC_000117 91
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Sanofi USPC Recommendation

ES!/ 2017 Glargine Part D Revision
November 16, 2016

Competitive/Market Landscape:

Financial Assessment:

Of the Part D business, PDP & MAPD lives are evenly divided 50/50. Lantus and Toujeo are Exclusive on
PDP book and Preferred with Levemir on MAPD.

According to October TPS data, Levemir TRx = apprx 15.6% share and Tresiba = 1.0% share.

Assumption is that Lilly | l] offer will be 57%-60% rebate.

ESI

Gross
GLARGINE Sales $581 $87 $31
Baseline Rebate % 43% 43% 44%
Net Sales $331 $50 $17
Scenario 1a: Increase PST Exclusive WALK In - 47% variance
Rebate % 47%
Net Sales $16 ($0.92)
Scenario 1b: Increase PST Exclusive MAX - 48%
Rebate % 48%
Net Sales $16 ($1.22)
Scenario 2: i} SCO increase +2% pts
Rebate % 45%
Net Sales $48 ($1.74)

Financial Model Assumptions:

Sales calculation based on F216/B17 3YFF ESI for Lantus, Lantus SoloStar and Toujeo 2017

Assumes [JJJJllFormulary access effective 1/1/17 PST Exclusive for its PDP Business.

Price Predictability at 6% PP cumulative net basis— no pricing actions in forecast (no impact)

Assume [ s 15% of total ESI Part D ancijjl] PDP PST Exclusive sales are 35% of Anthem'’s Part
D business

Scenario 1 Walk In & Max - increase only to the PST Exclusive offer from 44% to 47-48% respectively
Scenario 2 Assumes increasing [l rebates 2% pts across all sales. i current avg rebate 43%

Risk Assessment:

Market Access Risk: No action may jeopardize 2018 access for LAN/TIO

Operational Risk: None

Transparency risk? Risk is low, recommendation integrated as part of the several options under ESI’s PSG
Other: n/a

Government Financial Risk? None
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Sanofi USPC Recommendation

ES!/J 2017 Glargine Part D Revision
November 16, 2016

ESI 2017 current PSG offer

Lantus and Toyjeo Rebaw Table Effecuve 1/1/2017 through 12/31/2017

44.00% 44.80%

44.00% 34.60%
42.00% 42.80%
39.60% 39.40%

Gfaer s

Administrative Fee.
*Customer’s Administrative Fee effective Janvary 1. 2017 shall be 4 873%.
ESI Defined terms

PST - shall mean a program, developed and administered by ESSC or a Covered Plan, in which the Product must be
tried by the Part D Eligible Individual or, as a consequence of not trying the Product: (i) the Part D Eligible Individual
is required to pay 100% of the cost of the non-Preferred branded product regardless of whether the applicable
deductible has been satisfied, or (ii) the Covered Plan imposes an NDC block against coverage benefits for non-
covered products. Provided, however, in each case Part D Eligible Individual may obtain the non-Preferred or non-
covered product when medically necessary. Existing users of a non-Preferred or non-covered branded product will
not be grandfathered beyond statutory requirements, unless mutually agreed otherwise.

Preferred - refers to a Product that adjudicates at the lowest co-pay or coinsurance tier for branded products
within its designated CPC.
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Sanofi USPC White Paper
Express Scripts Commercial
Lantus/Toujeo Contract Offer
April 21, 2016

EETy

ciiiBrand(s) il Customer /Channel:ii}  TypeofRequest i Time Period

Lantus/Toujeo Express Scripts/Commercial 2017 Bid Proposal 1/1/17 to 12/31/18
 Glargine Brand: | Protect glargine family access from increasing payer control and disrupt competitive access
to maintain the broadest Tier 2 coverage

Objective:

Leverage market leader position of the glargine franchise to maintain current preferred
access and manage profitability. Ensure patients continue to have unrestricted access to
Lantus & Toujeo at the lowest branded copay to minimize treatment disruption

ESI has submitted its 2017 basal bid solicitation and has indicated its desire to add only one
insulin glargine product to its basal insulin category (Lantus or Basaglar). What is the
appropriate level of rebate for Sanofi to offer ESI to maintain its current glargine family

| formulary status?

. Commercial
 Channel Strategy: |

_Pivotal Question:

e ESI has stated that a 42% rate would be insufficient
Customer Insight e  ESI has utilized an exclusion list on market leaders (e.g., Victoza)

e ESl| has informed Sanofi they intend to include only one insulin glargine on formulary

Respond to ESI Commercial 2 Year Bid Cycle (2017-2018).

Rate Type:
Base Rate

Toujeo | Base Rate No Bid

*all rates inclusive of an ESI Administrative Fee of 4.875%
6% Cumulative Net price protection

42.0%
40.0%

Proposed*: (ESI portfolio ratet across Open, Controlled and Closed)
Average total ESI blended for walk-in = 42%
Average total ESI blended for fall back = 46%

Differentiate rates based on plans active exclusion of products in the injectable anti-diabetic

 Recommendation: | “@t€gOry

s T e e
Product:|: 1 of Many: 1 of 3 Mfgs 1 of 2 Mfgs
. Type o : :
Walk-In: 36% (avg), | Walk-In: 41% (avg), | Walk-In: 45%,(avg),
Base : 38% (max)** 44% (max)** 48%(max)**
LAREUS | e NoBid 1= i pack: 38% Fall back: 45% (avg) | Fallback: 49% (avg),
(avg), 40% (max)** 48% (max)** 52% (max)**
Walk-In: 36% (avg), | Walk-In: 41% (avg), | Walk-In: 45%,(avg),
. Base . 38% (max)** 44% (max)** 48%(max)**
Toujea Rate NeBid Fall Back: 38% Fall back: 45% (avg) | Fallback: 49% (avg),
(avg), 40% (max)** 48% (max)** 52% (max)**

*all rates inclusive of an ESI Administrative Fee of 4.875%

| 1 all offers contingent upon all forms of Lantus, Lantus SoloStar and Toujeo being on preferred brand formulary tier

| 6% Cumulative Net price protection

ok Maximum rate is for qualified plans only (plans that utilize exclusions in injectable anti-diabetics) Average numbers represent a
weighting across all plans per manufacturer status

Baseline F215/B16 3YFF > 48.4% 2017 and 52.3% 2018 blended average rate -—
| Preferred Savings Grid
| Net$: 2017 3YFF 5530M, 2018 3YFF 5420 -» 2017-18 cumulative: $950M

Financial Impgcf: Variance to Baseline (Net Sales):
Scenario 1 (Walk-In) (Analog used: 74% downside — plans utilizing exclusions assumed to
cover 55% of volume)

| (1of2) 41%,(10f1) 45%, (10f3) 36%, 42% blended avg:
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2017: +$70M, 2018: +S93M - 2017-18 cumulative: +$163M

Scenario 2 (Fall Back) (Assumptions: 80% downside, Novo rebate increase +10% -plans
utilizing exclusions assumed to cover 69% of volume)

(10f2) 45%, (10f1) 49%, (10f3) 38%, 46% blended avg

2017: +529M, 2018: +S58M -> 2017-18 cumulative: +S87M

No Contract, 74% downside (Assumptions: plans utilizing exclusions assumed to cover 55%
of volume)
2017: -S19M, 2018: -S63M > 2017-18 cumulative: -S82M

No_Contract, 80% downside (Assumptions: Novo rebate increase +10%, plans utilizing
» exclusions assumed to cover 69% of volume)
| 2017:-5114M, 2018: -S151M > 2017-18 cumulative: -5265M

Account Background and Insights:

ESl is a national PBM that manages ~80.8 Million Lives
ESI has three types of national formularies (Basic, Preferred and High Performance)

o Basic (10.9M lives)- similar to Preferred formulary without exclusion capabilities

o Preferred (20.1M)- majority of ESI managed lives with exclusion capabilities - most custom clients

will align to this formulary

o High Performance (1.1M) - generic first formulary (Note: Lantus covered - single source status)
ESI custom clients (Anthem, BCBSMA, etc...) represent 60% of total (49M Lives). Anthem accounts for 12M
Lives or 15% of total ESI
Most of ESI utilization (~82%) is in the controlled benefit design with a co-pay variance from Preferred
Branded tier to Non Preferred Branded tier of > $20. The average tier 2 brand Co-Pay is ~$23
FY15 Sanofi basal insulin share = 78%; 76% Lantus and 2% Toujeo (Source - ESI portal data)
Toujeo and Lantus are currently on the ESI commercial formularies and covered in a preferred tier 2
position for the majority of the ESI commercial lives. Toujeo was added to Commercial formulary in June
2015.
Express Scripts appears to favor Lilly brands over Novo's across diabetes categories. For example in the
rapid acting insulin market ESI has excluded Novolog and in the GLP-1 market they excluded Novo’s
market leader Victoza despite positive CV outcomes data. Lilly is well positioned to provide a portfolio
manufacturer opportunity once Basaglar is commercially available.

Likely Competitive Approach and Response:

Lilly is actively engaged with ESI for 2017 commercial business. Pricing has not been confirmed however
ESI has informed that the following assumptions pose a threat to Sanofi’s glargine franchise:
o Discounts for Basaglar in the mid 60’s have been communicated by ESI to Sanofi. This is likely a
starter for ESI to consider excluding Lantus and Toujeo. Modeling assumed 70%.
o Basaglar WAC will be 15% to 25% less than the WAC price of Lantus. Sanofi modeling assumed
15%.
ESI has signaled, with the right competitive price, they would not have significant challenges moving to
Basaglar in 2017 despite a follow-on biologic (Basaglar) approval.
In addition ESI has indicated that Novo must also enhance its current rate to maintain current access for
their basal insulin(s). Novo is likely to enhance its current rebates given recent Tresiba addition to part D
formulary.
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Current Formulary Coverage for Basal Insulins:

2016 ESI National Formularies MFG (FY15 Mkt
Lantus Vials Preferred Brand Tier
729 859
Lantus Solostar Preferred Brand Tier % %
Toujeo Preferred Brand Tier 3% 2%
Levemir Preferred Brand Tier 25% 13%
Tresiba Non-Preferred Brand Tier 0% 0%

Rationale for Recommendation:

e Based on differentiated level of control exercised by different plans, and to add granularity to the bid
negotiation, a differentiated bid is proposed that gives higher rates to plans that have demonstrated the
willingness and ability to control injectable anti-diabetics through use of exclusions (i.e., NDC block, 100%
patient OOP)

e ESI must show its clients significant savings in the basal market and therefore they seek to leverage the
follow-on biologic entry in negotiations. ESI has made public comments (see appendix below) to support
follow-on-biologics and has stated that they can manage the basal insulin class.

e With the pending commercial availability of Basaglar (2017), ESI has indicated that the basal insulin
category is being considered as an exclusion therapeutic category for 2017 and confirmed that their
clients are demanding cost relief thus pressuring ESI to secure lower costs for this category.

e ES| stated they are currently planning to adopt only one glargine product for their 2017 commercial
formulary. They stated it will be either Sanofi or Lilly. ESI stated clients will accept the change from
Lantus/Toujeo due to the potential saving they will get with Basaglar as Lantus is currently the number
one drug spend for ESI (Source: 2015 ESI Drug Trend Report).

e We (Sanofi) intend to make the case to ESI that they can keep Lantus/Toujeo for their clients by providing
competitive pricing, which will allow them to achieve their goals for clients without disrupting the market.
In discussions, ESI has stated that a 42% rate would be insufficient.

e ESI stated Lilly will be very aggressive to acquire an exclusive glargine formulary status. They also shared
that Lilly recognizes that they will have limited opportunity to drive share with parity status. ESI
insinuated that Lilly recognizes they have to win in some markets or with some key payers.

e ESlislikely to be a primary access target for Lilly due to their strong business relationship. There is
speculation that Lilly may be willing to discount deeper for Basaglar with this PBM. Toujeo formulary
access is at risk post follow-on biologic. Additional clinical meetings to support Toujeo’s current position
are being scheduled.

e When asked, ES| stated conversion from vial to pen is not an issue for clients. They stated they could
switch vials to pens with no problem based on co-pay incentives. Current vial utilization is 31% of total vs.
national distribution of 45%. Levemir vial utilization is 18% at ESI. The hypothesis has been raised that
patients currently using Lantus vials may not be willing to convert to an alternative pen device form, thus
making the vial utilization ‘sticky.” However, no evidence has been able to support this hypothesis.

Risk Assessment:

e In addition to a possible loss of access at ESI, there will be increased pressure to maintain access at all
other national PBMs (i.e. Caremark and OptumRx).

e Aloss of Lantus/Toujeo access will impact future product launches (i.e. Lixi, iGlarLixi, etc.).

e Basaglar availability introduces exclusion possibilities for the basal insulin category in 2017.

e The majority of lives are highly managed (i.e. copay differentials and NDC block). Client plans can choose
between exclusion list formularies or a basic formulary with non-formulary products covered at higher co-
pay tiers. Products which are excluded are NDC blocked with 100% OOP to patients.
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Net Cost to Plan Assessment:
{Note: figures based on IMS Plantrak data)

FinanCiaI impact Of the plan!s @Fall back assuming 69% high control scripts
.. - @Assuming 55% high control scripts
decision on Sanofi budget  cpange relative to
$950M cum. 3YFF?, $M_ Total NCTPS, $M ...
Scenarios Walk-in bid" Fall back bid2  Walk-in bid' Fall back bidz *

Wd S¥'Z 9102/12/7 PAUROW ¥

10f3
(i.:., parity with Novo, Lilly) @
2i.ce).f, 1Sanofi exclusive) @ @(@> @) @@@

3

Sanofi excluded

Lilly 1 of 1 (82 ) (138)(265) + (1395X1,513)
S ool Do
«Novo Lilly 1 of 2 (82 (A28 o (181671,882)

1 Walk in bid assumes -74% share shift when exclusions occur in high control plans; high control plans constitute 55% of scripts / lives
2 Fall back assumes -80% share shift when exclusions occur in high control plans
3 Cumulative impact on 3YFF including 2017-2018 4 Assumes rates shown on tipping points slide

palG

SOURCE: Glargine 2017 budget; Sanofi NCTP model | 2

NCTP Assumptions (supporting documentation is listed below):
© Rebates: Rebate values for Sanofi’'s modeling can be found in the tables below. In most cases, these
values correspond to the midpoint of the ranges McKinsey have used in their modeling (as seen below).

) Plans’ ability to exclude (NDC block): Based on analysis of the ESI portal data, we have found that between
55% (based on historical performance in injectable diabetic category) and 69% (based on understanding
of the account and levels of control) of TRx volume passes through plans that can exclude across ESI.

. Downside analogs (for walk-in scenarios): The assumed downside analogs that McKinsey have used in
their analysis assume:
e Tier 2 to not covered (NDC block) leads to a share shift of -74% after 4 months
e Tier 2 to Tier 3 leads to a share shift of -30% after 4 months.

) Downside analogs (for fall back scenarios): The assumed downside analogs assume:
e Tier 2 to not covered (NDC block) leads to a share shift of -80% after 4 months, based on ESI
control seen in rapid-acting insulin exclusion scenarios
e Tier 2 to Tier 3 leads to a share shift of -30% after 4 months.
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Competitive Rebate Assumptions:

B Plan minimum rebate relative to bids to exclude Sanofi;
sticky vials'

Plan minimum rebate relative to bids to exclude Sanofi;
non-sticky vials

Sanofi break-even rebate relative to today

A blended rate of 41% will satisfy plan
economics to place Sanofi at 1 of 2 parity

: ko SRR B

Threat scenarios . ) Novo bid 1 %:

Lilly bid  Novobid  of 2 parity NE

Threat description in scenario* in scenario* with SNY4 Plan tipping point’, % I

Lilly 1 of 1 threat (Lilly: -~ - - % 478 g

T2, SNY Novo NCy! ° ° ° i E.bo08
0% 68% 68% |

SUL PRDUEIS

Novo + Lllly1 sz threat 659 63Y 639
{Novo Lilly T2, SNY-NC) K % i
Lilly 1 of 1 threat (Lilly 65% 0% 0% E |
i 2435 H%

b s ow $
Novo # Lilly 1 of 2 threat 19 35

SNY. E 55% 43% 43% E ]

i seiihedetediiedeteiod: ekt oot oottt oot uofedetedietethohobeoiuobetotnobobeiuutedetelhoeiotholuboboto bttt oot ioduiootolhotetebuiuhoteuiuide

1 St|cky vial bar assumes 50% of wals are retained by Novo and Sanoﬂ 2 Assumes a con5|stent 30% drop in vnals and pens (| e, no addmonal s1|ck|ness )

3 High level of control plans = plans that have NDC blocks in injectable antidiabetics (i.e., credible threat of implementing basal exclusion list); exclusion
results in -74% share drop; low level of control plans have ability to deliver a -30% share drop only

4 Average of likely bid range used for modeling shown

5 Compared to Novo likely 1 of 2 bid of 48% for high control plans and 38% for low control plans; average of range of tipping points

SOURCE: Payor 360 analysis

Plan’s Ability to Exclude Assumptions:
Historical ESI Performance

The share of ESI volume subject to exclusion is ~55%, based on current
access of injectable anti-diabetics drugs

2

: . R S § e . .

Novoiog 5 Vohme . 52 57 Fon;‘-“q wiary N.ovo og. Victoza ) Average

analysis share shift share shift
disaggre

Victoza 8 !
s 58

i 9 share Mationat share Novolog Victoza
1 Sxcluding = CGWVE plans where data s unavaitable
2 Assuming 7 hare drop uhen fast-acting hsuling are excluded
3 Assumi

30% share drop when GLP1's are excluded
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SA Internal assessment of ESI Bid request, rebate data submission and formulary design
Source: ESI Portal Data and SA Rebate Claims Data (Jan 2015 - Feb 2016)

Potential Plan Volume That Can Exclude

Utilization and distribution of lives across ESI.

How Sanofi contracts

How ES/
markets fto
clients

No Exdusions

2004 Bxcdudting 6

SANOF 3

Downside Analog Assumptions:

Past exclusions in basails indicate an average share loss of ~74% across

both part D ami Commercial plans, with up to ~80% in aggzasswe CAGES
Parl}} el ‘sq 5 12 - faded: beforzi szth 20%4%

farket shave Bhare drap relrtive o

Flan nams 14718, national shareds, 4
Ar-i' em Blue Cross M& areRx Qlaucate ]
B
53
. o T ~74% crep in
Coventry Medicare nd\mntage 22 68 ) share agsumen far
. Aet “a Medicare Select Dl S{a ndarc 2 20 72 ES1 tigh control
s 8 S R S A B P SRS commercial plans
: i Aet“e l\en:caae; xSm\,ex \/alwe Stamezd 19 LI 7S
Aetaa Lieticare Essential Plan 17 % i Tie maximum
’ e obsened share
‘Comumrial pXelusion Bramplen L shift, assurming very
fiats of Share befare  Share after 12 Share drop after 12 BEOressve behavior
Elan shift shift, & monhs, Y wonths, T from the plan, s ap
o -80%: (avy of top
May 14 e : : 4 analogues)
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Financial Assessment:

Recommended bids for ESI Commercial
Recommended bids’

Walk-in bid, % Fall back bid, %

40
5
: £38
Low control plans B30 e 35
High control pl a4 a8
igh control plans . /Blen . /Blen
M .45

Low control plans 37 39

High control plans 38

BWIL pIRPURIS WAISE3 BEEL 910Z/LZ/Y PAUROW 1]

i 448 52
High control plans @ @
£\ 45
Mo o

Low control plans

ud

paw

Share shift assumption : -74 -80
Total ESI blended rate? 42 46
s " 55% high control lives: +163  55% high control lives: +106
Impact on 3YFF® 69% high control lives: +145  69% high control lives: +87

1 Walk-in recommended bid blends assume 55% volume and lives in high control plans (i.e., plans that have exclusions for antidiabetics) and 69%
for fall back bids

2 Assumes 15% of current ESI scripts are on plans taking 1 of 1 rates; remaining 85% are on plans taking 1 of 2 rates

3 Cumulative impact on 3YFF including 2017-2018

SOURCE: Payor 360; Glargine 2017 budget

Financial Assumptions:
e General Assumptions:

o Walk In bid assumes 55% of ESI lives have ability to exclude control and a downside analog of
74% for those exclusion capable plans. For the remaining 45% of lives, a loss of access would
result in copays shifting from Preferred Tier to Non Preferred Tier at a copay differential of $20
with a downside analog of 30%.

o Fall back bid assumes 69% of ESI lives have ability to exclude control and a downside analog of
80% for those exclusion capable plans. For the remaining 31% of lives, a loss of access would
result in copays shifting from Preferred Tier to Non Preferred Tier at a copay differential of $20
with a downside analog of 30%.

o No price increases assumed for Lantus and Toujeo (4/14/16 through Dec 31 2018). Price
protection of 6% Cumulative Net is provided on all offers.

o ESI Lantus utilization distribution between 1of2 and lofl is 85/15% for Lantus and Toujeo.
Distribution is held constant for 2017 and 2018

o Rebate %s represents the aggregated total payment for ESI. Total payments includes an Admin
Fee % of 4.875% and Price Protection rebates (where applicable).

HIGHLY CONFIDENTIAL SANOFI_SFC_00012285
Confidential commercial or financial information not
subject to disclosure under FOIA



Sanofi USPC White Paper
Express Scripts Commercial
Lantus/Toujeo Contract Offer
April 21, 2016

Appendix

JP Morgan HealthCare Conference 01.11.16 — ESI

Biosimilars Represant the MNext “Generic Wave™

i LS specialy
Noe U0

ipticn spend

fi bivaimiians in cowndres whete they

ang avatlatds

; it i oot e saved
i the next decade if just 13 bivsimitars
Are approved

in wasted spand o
2ach day Zarxio, Amerxa’s first baosumilar,
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EXECUTIVE SUMMARY
Brand(s) Customer / Channel Type of Request Time Period

All Contract Products Commercial Admin Fee 1/1/2017 - 12/31/2017*
*Contract Term Date

;__Con"trac;:ing Strategy: | 2017 Commercial Bid

Increase administrative fee from 3.00% to 4.75% effective January 1, 2017

Recommendation:
: : - |Alignment for all Sanofi Business Units

Financial Impact: | Estimated 2017 Gross Sales of $495.4M > Incremental impact of ~$8.7M
adEel o Apidra $1.7M Gross $ =* Admin Fee impact ~$0.1M
Lantus $291.5M Gross $ > Admin Fee impact ~$5.1M

loujeo 569.6M Gross 5 =2Admin Fee mpact “$1.2ZM

Customer Background:

e OptumRx provides pharmacy benefit management (PBM) services for more than 41 million people
nationwide. This business processes more than 600 million adjusted retail, mail and specialty drug
prescriptions annually through a network of more than 67,000 retail pharmacies, and operates two state-of-
the-art mail service facilities.

Lives:

¢ AsofJanuary 1, 2016, OptumRx total external and United Commercial lives are 28.1M
o 1.5M(5.3%) Premium

19.5M (69.4%) Highly Managed

1.8M (6.4%) Focused UM

4.1M (14.6%) Managed

1.2 M (4.3%) Covered

© 0 0 0

Formulary Management Capability:

e Utilization Management capabilities include but not limited to: Step Edits, Quantity Limits, Prior
Authorizations, NDC Blocks and Exclusion.

Rationale for Recommendation:
s The recommendation is in response to the customer’s request to increase Admin Fees from 3.00% to
4.75%.
e  Factors leading to the reassessment and increase include:
o  Alignment with market competitive rates
* sl Coremark 4% ES| >4.875% note that ESI rate increased
in 2016 by .5points
o Request of manufacturers to provide increased transparency to client-level compliance with
rebate eligibility from prior levels
o Increased number of manufacturer requested audits
o Increased complexity of manufacturer required conditions for rebate eligibility
e Theincremental 1.75% is not negotiable. If we do not agree to the 1.75% it will be captured from
product(s) base rebate.
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Risks:
¢ Admin Fee Increase will be expected for new products.

e Risk of setting PBM administrative fee precedent for current/future business (||| | | | NG

o Estimate additional annual exposure if Caremark requests a similar rate; ~$7.2M (Appendix)
(=]

e Legal Issues:
5 i

)

Privileged

Potential Negotiation Strategy:
e Lower rate (Walk in) of 4% to align w/ Caremark
e Fixed Admin Fee Rate: Clause in Contract that locks rate at 4.75% for term of agreement

Financial Assessment:
e (Cost of incremental 1.75% Administrative Fee for OptumRx
2017
Incremental Cost
Apidra 0.1M
Lantus 5.1M

Touieo 1.2M

Financial Model Assumptions:

Assume incremental 1.75% Admin Fee across entire Managed Care and State Exchange business.
e 2017 and 2018 Gross Sales taken from 3YFF (F2’15/B’16)
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Appendix

Risk if Administrative Fees increase to 4.75% for other PBM's

C t Admi Admin F
2017 Gross Sales i Ll T TER Impact
; Fee Increase
Apidra 20.4M 4.00% 0.75% azm
ﬂ
[T T T |
Current Admin Admin Fee
2017 Gross Sales Impact
Fee Increase
Apidra 3.3M 3.00% 1.75% 0.1M
Toujeo 69.6M 3.00% 1.75% 1.2M

Current Admin Admin Fee

2017 Gross Sales Impact

Fee Increase
Apidra 2.5M 3.00% 1.75% 0.0M
Lantus 267.3M 3.00% 1.75% 4,7M

Toujeo 131.1M 3.00% 1.75% 2.3M

Data Source: F2/B’16 3YFF
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EXECUTIVE SUMMARY
Brand(s) Customer / Channel Type of Request Time Period
MG Cigna-HealthSpring — Medicare |  Contract Offer Proposal 1/01/2017 - 12/31/2019
Contracting Lantus and Toujeo — Maintain Access in transforming marketplace by offering a portfolio deal
Strategy: Renvela - Maintain Access in transforming marketplace.

Recommendation;

28%
INITIAL BID _ 89%
Already submitted »
= :
REVISED OFFER 40% 32% 4% (outside of
guidelines)

RISK: Cignais threatenin Vi with their 2017 formulary submission to CMS without
including Lantus/Toujeo,

Financial Impact: Lantus/Toujeo:
Baseline Net: 2017..5169.6M; 2018..5152.5M; Cumulative..5322.1M

Opt 1 variance vs. Baseline (1 of 2, increased rebate to 32%): 2017..-59.4M; 2018...-58.5M;
Cumulative...-517.9M

Opt 2 (1 of 2 to Exclusive @ 40%): 2017..-$23.3M; 2018...-521.3M; Cumulative...-544.6 M

NC: 2017..-5103.6M; 2018...-564.5M; Cumulative...-5168.1M
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Customer Background:

L

L

Cigna-HealthSpring, (Cigna’s Medicare division), is the nation’s 5" largest Medicare Provider

Over 1 million, (56%) of their lives are covered as Low Income Subsidy, ranked 2™ with regards to the % of Low
Income Subsidy lives

Cigna-HealthSpring’s internal PBM provides pharmacy coverage through their in-house PBM for 2 million Pharmacy
lives.

PDP and MA-PD — Majority of plans are 5-Tier benefit designs with Tier-3 as Preferred Brand tier, the lowest cost
branded tier

¢ Average Co-Pay for Preferred Brand Tier is $45 for ~ 500,000 MAPD Lives
s Average Co-Insurance is 20% for ~ 1.45 Million PDP Lives

=  85% of PDP lives are Low Income Subsidy with a maximum “Out of Pocket" Co-Pay for Brand is
$6.60

s Exceptions:

o Cigna-HealthSpring Leon Cares Formulary for ~44,000 lives in Miami (Tier-2=
Preferred Brand) - $10

o Achieve Plan Formulary for ~ 5,500 lives in Pennsylvania and ~3,000 in
MD/DC/DE (Tier-6 = Diabetes Tier) - $10
Top states and their top MSAs for Cigna-HealthSpring MAPD
=  Geographic Influence

=  MAPD
State Enroliment Largest Markets (MSAs) MSA Rank
= TX 107,157 Houston-Sugar Land-Baytown, TX - 43,927 #2
= TN 89,857 Nashville-Davidson- Murfreesboro, TN — 52,225 #1
= PA 56,481 Philadelphia, MSA PA, DE, MD - 59,484 #2
= AL 52,572 Mobile-Fairhope, AL - 13,555 #1
Birmingham-Hoover, AL—- 12,188 #4
= FL 50,233 Miami-Miami Beach-Kendall, FL — 44,570 #3
= L 26,312 Chicago-Naperville-Joliet, IL — 25,384 #3
= MD 14,444 Baltimore-Towson, MD - 11,433 #2
e Largest Stand-Alone PDP Enrollment for Cigna
State Enrollment State Enrollment
= NewYork 154,613 North Carolina 63,415
= Texas 143,035 Pennsylvania 56,549
= |llinois 106,131 Mississippi 46,357
= Tennessee 72,847 Alabamad4,542
= Michigan 72,338 Virginia 41,127

* Formulary Management Capability:
=  (Cigna-HealthSpring utilization management tools include Medical/Lab criteria, Step Edits,
Quantity Limits, Prior Authorizations, NDC Blocks, and Exclusion to control their formularies.
*  Cigna-HealthSpring will be able to effectively lock down the formulary if they decide to go to
exclusivity,

Current Contract Terms:

s Llantus/Toujeo
o 28% - Preferred Brand Manufacturers, 1 of 2
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January 257 2016

Competitive/Market Landscape:;

Rationale for Recommendation:

e (Customer stated that this needs to be our best and final offer.

e Cigna stated that they have allowed quite a few years of price increases; new entrants to the phosphate
binder class and with competitive offers from Novo for their long acting forms of insulin, as well as bio-similar
agents on the horizon, they feel they will have enough to offer providers and members to justify moving
Renvela and Lantus/Toujeo off of formulary.

Lantus/Toujeo Financial Assessment:

2016 2017 2018
Total Total Net Gross | Total Total Net Total Total
Payments |Payments | Sales Sales |Payments |Payments | Sales Gross |Payments |Payments | Net Sales
(sm) % (1] (V) (sm) (0 (sn) Sales (SM)| _ ($M) (%9 ($m)
727 28.0% | 1868 2358 66.0 280% | 1696 2118 59.3 280% 1525
00| oo0% 2895 ] [ e60 | 00| oo | s6o]| | 651.4 | 00 | oo% | 614 |
727 | -280% | 727 | [-ees |  s60 ]| -280% [-1036 | 4504 | 593 [ 280% |  -911 |
T2.7 280% | 1868 23558 754 320% | 160.2 2118 678 32.0% 144.0
0.0 0.0% a0 0.0 9.4 40% | -94 0.0 85 4.0% -85
R 280% 4 =727 1696 754 320% | 942 o 104 878 32.0% 826
Gption: 72T 280% | 18658 2438 9786 400% | 146.4 2187 875 40.0% 1312
\ariance eline 00 0.0 0.0% 0o 83 316 120% | -233 69 282 12.0% -3
Variance to No Contract 80 T2 B80% | 727 177.8 8786 400% | 803 167.2 875 40.0% 69.8

Lantus/ Toujeo Financial Model Assumptions:
e Baseline represents Final Bottoms-up F2’15 forecast (2015-2018) for Lantus & Toujeo co-preferred with Levemir
e Baselineincorporates FOB market events for 2017 & 2018
e No pricing actions on either brand (2015-2018)
e Lantus/Toujeo NC Scenario - X-Factor — HealthSpring Levemir Family T2 to NC analog (2010-2011)
e Option 1: Same as baseline; increased rebate to 32%; Lantus and Toujeo, 1 of 2 manufacturers
e Option 2: Lantus/Toujeo 1 of 2 to Exclusive; Levemir & basaglar NC — X-Factor analog above applied in reverse
to Lantus and Toujeo. Upside applied 2/3m to Lantus and 1,:’3rd to Toujeo.
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Sanofi USPC Whitepaper
Anthem.

Medica?gMPa rt D Contract Offer
January 21, 2016

Jexccurive suviviar

Recommendation:

Financial Impact:

Customer Background:

Brand(s) Customer / Channel Type of Request Time Period
Toujeo & Lantus ESI SCO Anthem Medicare Part D Contract Offer Proposal 1/1/17 to 12/31/17
Contracting Maintain preferred brand tier access for insulin glargine Franchise (Lantus and Toujeo)
Strategy:

e Anthem is currently a top 10 Part D plan with approximately 1M lives. <15 % are LIS.
¢ Anthem lives are evenly split between MA-PD and PDP lives though trending year to year towards

increasing MA-PD and declining PDP business.

¢ Anthem has made an offer to acquire Cigna. There are significant regulatory hurdles that would have to
be overcome but if successful would more than double Anthem’s Medicare business (from 1m to 2.5m).

o The deal is expected to close in late 2016.

Formulary Management Capability
e All lives are highly managed with all non-contracted products not listed on formulary. Exceptions are
much less likely to get through Part D than commercial.

e Anthem Medicare uses a 5 tier formulary 1°": Preferred Generic $5, 2", non-preferred Generic 516, 3,
Preferred brand $40, 4" non-preferred brand $90, 5™, Specialty tier 33% coinsurance. On the PDP
formulary cost sharing starts for 4" tier non preferred brand at 38%.

HIGHLY CONFIDENTIAL
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Sanofi USPC Whitepaper
Anthem.

Medica?gMPa rt D Contract Offer
January 21, 2016

s
Rationale for Recommendation:

e Anthem has told us that Toujeo and Lantus access is up for bid for their 2017 formulary. They are
adamant that there is strong internal pressure to secure better financials for the basal insulin category.
Anthem believes they can do this with the follow-on biologic from Lilly. They have also indicated that
they could get where they need to be through much higher discounts from Sanofi or higher discounts
from Sanofi coupled with discounting from Novo,

e As an Express Scripts Select Client, Anthem is able to negotiate directly with manufacturers but the
contracts are managed by Express Scripts.

¢ The relationship between Anthem and Express Scripts has been strained throughout the first 6 years of
their 10 year deal. The contention spilled into the public forum from comments that Anthem CEO made
regarding ESI’s failure to meet its obligations to Anthem. Anthem CEO, Swedish described a $3B annual
shortfall which ESI says is not accurate.

e Communication between the two organizations is not good, which has created serious negotiating
challenges for us.

Competitive/Market Landscape:

e In recent meetings Anthem has confirmed that they are in active negotiations with Novo and Lilly
regarding contracts for 2017 Medicare business. Novo is actively working to secure Tresiba access.
Anthem has heretofore been reluctant to go exclusive across all Medicare (currently we are exclusive for
PDP but not MA-PD) because of the significant discounts they are receiving from for Levemir.

e Lilly is actively engaged with Anthem for 2017 Medicare and commercial business. Anthem believes they
would not have significant challenges moving to Basaglar in 2017 if the WAC price and discounts are in
line with what they are thinking {20% lower WAC and discounts >40% )

e The insulin glargine franchise is at risk of being displaced by the FOB

Financial Assessment:

Gross Total Total Net | Market Gross Total Total Net
Sales |Payments | Payments | Sales | Share Sales |Payments |Payments | Sales | Market
Yo

Financial Model Assumptions:
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Sanofi USPC Whitepaper
Anthem.

M edica?gMPa rt [ﬁn tract Offer
January 21, 2016

Detailed Financial Analysis {Custom View)

e n/a
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USPC
2-27-2015

HIGHLY CONFIDENTIAL SANOFI_SFC_OOOI38OO
Confidential commercial or financial information not
subject to disclosure under FOIA



Lantus Auvi-Q Bundle
Discussion

Background

* Express Scripts and Envision have Contracts that increase Lantus rebates if Auvi-Q
is added to formulary thus creating a bundled arrangement

* Current Terms: Ex. ESI Lantus 1 of 2 26%, 1 of 1 32% Auvi-Q 1 of 2 - 30%, 1 of 1 —65%
Situation/Risk
* The potential of adding Toujeo will create a “triple” product bundle

* Discounts are allocated based sales of product with the potential of the 65%
dicount impacting the reported Governemnt best price on Toujeo and potential for
increasing the Medicaid mandated rate

* Government Pricing Compliance/Operation Risk in calculating bundle
Discussion

* Amend Contract to remove Auvi-Q from bundled arrangement
Rationalle: Reduces Risk of Government impact and Compliance

Risk: Exposes Auvi-Q at ESI and Envision. ESI ~S55M Net, ~S1M Net

FOR INTERNAL USE ONLY: DO NOT 2 L USMarker Access
DISTRIBUTE
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US Pricing Committee
Meeting Agenda — 1/5/15

Offer Decisions:
Pricing Actions:

Other:
1. Distribution Performance Agreements

Follow-up Items:

On Deck:

HIGHLY CONFIDENTIAL SANOFI_SFC_00013921
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Enhancing wholesaler performance requires a targeted
negotiation strategy
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Speaker Notes for Slide 4

* Presenting to you today obtain approval on strategy and DPA payment recommendation
* Whse agreements expire Jun 2015
« Strategy — improve channel performance through appropriate payments
* Realized favorable benefits from current DPA. Last neg, we were able to obtain perf metrics to drive whse performance
« |t will be a challenging negotiation with wholesalers
« Whse are powerful — distribute 85% pharma business and Sanofi’s business
» Further strengthened their market position
« Challenges will be negotiating during new product launches
« Sanofi has many things going for us: Projecting sales growth with several new product launches — Market Position will be
key in will determine ability to improve channel performance and enhance wholesaler performance
» Wholesalers belief in our forecast will be critical improving whse performance
» Ask for your support if having any interactions with customers

HIGHLY CONFIDENTIAL SANOFI_SFC_00013924
Confidential commercial or financial information not
subject to disclosure under FOIA



Recommendation: Maintain current DPA payments at 1.6% and
RDC/NLC fees at 0.12 - 0.15% (fully aligned to budget & LRP)

Big 3 Whse (SM) ————

Gross Sales 14,138.6 | 14,9053 | 17,0900 | 17,362.1 7 3-5year
Cash Discounts 282.8 298.1 341.8 347.2 2.0% _ agreement
DPA Payments 216.3 233.7 268.0 272.2 1.5-1.6% * eﬁ: 7/1 /1 5
RDC/NLC Fees 13.3 18.5 21.2 21.5 0.12-0.15% g, o

DPA Subtotal 512.4 550.3 631.0 641.0 |  3.6-3.7% M st
Inventory Clawback (140.1) (56.6) (54.4) (17.6)

Net DPA Payment 372.3 493.7 576.6 623.4

2.6%

3.3%

3.4%

3.6%

« 0.01% change in DPA payments = $1.46M in 2015

« Ability to seek improvements in DPA payments exist using inventory
reduction; Potential risk to 2015 budget, savings will be realized over 3
years.

« Seeking approval to negotiate up to 1.75% on DPA payments - incremental
0.15% has been flagged as a risk to 2015 budget

Big 3 Whse (SM)

Incremental Risk (.15%)

HIGHLY CONFIDENTIAL
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Speaker Notes for Slide 5

Exposure is significant — DPA fees represented approx. $512M ($127) 2014 &
550M 2015 - Wholesaler play a critical role in our success. Cannot bypass

HIGHLY CONFIDENTIAL SANOFI_SFC_00013926
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We must be strategic with wholesalers who have
further solidified their market position

~85% of Sanofi Sales Hard to displace

* New alliances with largest retail chains
* Walgreens — ABC
+ Walmart — McKesson
* Rite Aid — McKesson

Cardinal,

21% « Essential channel for products requiring

mass distribution

» Expert negotiators who will leverage their
position

YTD 2014 Sales

SANOFI «,

G
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Speaker Notes for Slide 6

L]

It will be a challenging negotiation
+ we currently have a favorable agreement
+ Wholesalers play a major role in pharm distribution, they connect dispensing outlets to manufacturers — cannot do without
whse
« Distribute
+ Wholesalers are large and are building strong alliances with retailers

L]

We have developed a customer specific approach based on customer insights
Customer approach:

+ Treat each customers separately

+ Analyzing approach for each — obtaining additional insights

« Leverage 1 against the other during negotiations

L]

L]

Take a closer look at each customer

HIGHLY CONFIDENTIATL SANOFI_SFC_00013928
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&\\\\\\\\\
Negotiations will depend largely on wholesaler’s %\%“ \\\
confidence in Sanofi’'s position .

$20

§ORAT Jume 2813

mm ALY June ¥4

$45

Source: Evaluate Pharma

« Wholesalers evaluate manufacturers based on sales and growth
potential, faith in long range forecast will be a key factor

« Several other manufacturers are negotiating DPAs around the same
time period and may impact wholesaler’s approach and
requirements
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Speaker Notes for Slide 7

Sanofi ranked #7 based on sales
1 of 4 companies with double digit growth in 2014
Several new product launches — 3 in 2015
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Our strategy will leverage each wholesaler’s objective
to enhance our commercial conditions

Our Viewpoint Wholesaler Viewpoint

« Align orders to demand to enable Higher payments

accurate forecasting Hold lower inventory
 Add new performance based « Reduce accountability for
channel control metrics performance

» Retain favorable aspects of
current agreement

What wholesalers
want

Balancing Act

What we want

| 12
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Speaker Notes for Slide 8

What we want:

« Stable orders to allow accurate forecasting - Align wholesalers’ orders with underlying
demand

« Add new performance-based channel control metrics
» Retain favorable aspects of current agreement (Inventory clawback metric)
» Support of upcoming new product launches

From customer’s perspective:

« We have analyzed each customer, and have identified the areas that each wholesaler
will be looking to improve to meet their corporate objectives — leverage to enhance what
we're looking for

» Customers looking to get back what they gave up in previous negotiations (value of
pricing - inventory appreciation)

HIGHLY CONFIDENTIAL SANOFI_SFC_00013932
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Effective performance metrics are crucial in achieving
optimal channel performance

Central Proposed Proposed Performance Requirements
Type Companies Distribution Clawback
Cait DPA Payment
enter Data Completeness |Customer Service Level Inventory Level*
ABC/Bellco TBD 1.60% 100% Clawback 867 Data =852 Data Service level >98.5% Inventory range 16 - 20 days
PROPQSED
Big 3 Cardinal 0.12% 1.60% 100% Clawback | 867 Data=852Data | Service level >98.5% Inventory range 16- 20days
Wholesalers
Inventory range 16 - 20 days
McKesson 0.15% 1.60% 100% Clawback | 867 Data=852Data | Service level >98.5% Y fy rang y
(Lantus 14 - 20 days)

* Inventory Metric for Group A Strategic Products

Proposed Performance Metric Improvements:

« Customer Service Level : Addition of new performance metric to drive effective
inventory management

« Inventory Level: Tighten metrics to achieve consistent ordering and align orders to
demand (1) More frequent measurement (monthly) (2) Payment weighting to quarter
end (3) Addition of new product category with varied metrics

« Enhance current EDI 867 sales out reporting to allow better data visibility

| 14
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Speaker Notes for Slide 9

What we want:

+ Stable orders to allow accurate forecasting - Align wholesalers’ orders with underlying demand
» Add new performance-based channel control metrics

» Retain favorable aspects of current agreement (Inventory clawback metric)

From customer’s perspective:

» We have analyzed each customer, and have identified the areas that each wholesaler will be looking to improve to
meet their corporate objectives — leverage to enhance what we’re looking for

+ Customers looking to get back what they gave up in previous negotiations (value of pricing - inventory appreciation)

+ Streamlined demand variability — order consistency for accurate forecasting
+ Efficient channel performance — adding/enhancing metrics

» Retain favorable aspects of current agreement

* Product availability for new product launches

« All achieved through appropriate incentives

HIGHLY CONFIDENTIAL SANOFI_SFC_00013934
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Organizational readiness and commitment is
required for a successful negotiation

 Wholesalers are expert negotiators and may use aggressive
disruption factors to secure a favorable agreement

Refuse to stock new product

Unilateral termination of central distribution center agreements
Reduce service levels on Lantus and other products

Ordering slowdown in non-US countries

Escalate negotiations to senior leadership

SANOFI g

| 16
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Speaker Notes for Slide 10

What we want:

« Stable orders to allow accurate forecasting - Align wholesalers’ orders with underlying
demand

« Add new performance-based channel control metrics
» Retain favorable aspects of current agreement (Inventory clawback metric)

From customer’s perspective:

« We have analyzed each customer, and have identified the areas that each wholesaler
will be looking to improve to meet their corporate objectives — leverage to enhance what
we're looking for

» Customers looking to get back what they gave up in previous negotiations (value of
pricing - inventory appreciation)

HIGHLY CONFIDENTIAL SANOFI_SFC_00013936
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Next Steps

* Finalize draft agreements with Contracting & Legal
« Account Manager Training & Preparation

« Customer Presentations & Negotiations

Jan 2015

Jan - Feb 2015

Start Mar 2015

HIGHLY CONFIDENTIAL
Confidential commercial or financial information not
subject to disclosure under FOIA
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Speaker Notes for Slide 11

What we want:

« Stable orders to allow accurate forecasting - Align wholesalers’ orders with underlying
demand

« Add new performance-based channel control metrics
» Retain favorable aspects of current agreement (Inventory clawback metric)

From customer’s perspective:

« We have analyzed each customer, and have identified the areas that each wholesaler
will be looking to improve to meet their corporate objectives — leverage to enhance what
we're looking for

» Customers looking to get back what they gave up in previous negotiations (value of
pricing - inventory appreciation)

HIGHLY CONFIDENTIAL SANOFI_SFC_00013938
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On-Deck

01/15/15 > Optum Commercial . Auvi-Q)

01/22/115 > TBD

HIGHLY CONFIDENTIAL SANOFI_SFC_00013939
Confidential commercial or financial information not
subject to disclosure under FOIA



Back up Slides

| 21
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Speaker Notes for Slide 14

Attracted to specialty portfolio — channel strategy on -ill be key
Gained Walgreens & ESI in 2013

Profitability struggles (cashflow key topic)
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j(fardinaiHeaEth

Cardlnal 21 / CVS
Kmart
Kroger
Safeway

» Cost-cutting after major customer losses (ESI, WAG) 1. Higher payments (“Next Best
Alternative”)

| + Business focus on med-surg hospital market
“%«;, « Weak position in non-hospital specialty drug distribution  2- ACCeSS o specialty products
CardinalHealth . New generics JV with CVS Caremark

+ Smaller share than ABC and MCK

» Major presence in China

» Challenging to negotiate with — can be unreasonable

| 24

SANOFI s
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Speaker Notes for Slide 15

« Share of market decreasing

» Looking for ways to grow business (Med- surg) as result of recent customer
losses (ESI & Walgreens)

* Want to grow specialty business

+ Difficult to negotiate with
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Speaker Notes for Slide 16

 Largest full line wholesaler
 Looking for more efficiencies — asking for more frequent deliveries
* Wanto to do less
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Primary Elements of Executive Compensation
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Earnings per Share

EBIT/EBITDA

ROIC

Cash Flow

Dividend Yield

Tangible Capital
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Key DPA Negotiating Items for Wholesalers
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Sanofi USPC Recommendation
Aetna Inc.
2016 Medicare Part D RFP
December 16, 2014

EXECUTIVE SUMMARY
Brand(s) Customer / Channel Type of Request Time Period
Lantus, Auvi-Q Medicare Contract Offer Revision 1/1/2016 - 12/31/2016
Contracting Strategy: e Obtain unrestricted access for Lantus and Auvi-Q

Recommendation:

Financial Impact: | Lantus
1 = o | eStatus Quo — No Contract, 2016 Net Sales $115.5M

# Scenario 1: Contract w/ 35% Rebate + 10% Price Protection, 2016 Net Sales impact $3.0M
e Scenario 2: Contract w/ 30% Rebate + 10% Price Protection, 2016 Net Sales impact $12.211

Background:

e Asof3Q14, Aetna has approximately 2.3 Million Medicare Part D lives (*6% of MMA channel) in the U.S.

e Aetna acquired Coventry in May 2013 and enhanced Medicare footprint by adding > 1.0 Million Part D
members with largest enrollment in Texas, Michigan, California and Pennsylvania.

e lantusisin a Not Covered position for 60% of the business and Non-Preferred for 40% of the business.

e Llantus Family market share share fell from 66.3% (1/13) to 47.3% (1/14) and is currently 33.7% (9/14).
Lantus was moved to Not Covered on Aetna’s MMA formulary on 1/1/13.

e Auvi-Qisina Not Covered position for 100% of the business and market share is 0.6% (9/14).

Recommendation:

L ]
Rationale for Recommendation:

e Aetna will be reviewing all therapeutic classes in 1Q15 and will be consolidating their 2016 bid submission
with Coventry into ONE filing for all Medicare products under the Aetna entity.

e Aetna's RFP due 12/19/14 provides an opportunity to improve access for Lantus & Auvi-Q across all
PDP/MA-PD formularies.

¢ Novo has secured an agreement with Aetna to position Levemir as the exclusive basal insulin on the 2015

Aetna Medicare Part-D formula

Customer Benefit Design and Formulary Strategy:

Aetna Inc. usually submits their RFP submission in the November time-frame in advance for the Medicare Part D
bid cycle. Aetna’s Medicare Clinical Assessment Committee will meet in the January-February 2015 time-frame to
conduct clinical reviews and value assessments. A Blackout Period due to Medicare P&T meetings is mid-March
through early-April 2015. The Formulary Status will be completed and communicated to manufacturers by August
1, 2015.
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Sanofi USPC Recommendation
Aetna Inc.
2016 Medicare Part D RFP
December 16, 2014

The 2016 PDP/MA-PD product categories will be similar to the 2015 filing:
e Low Premium Product Category (Saver): Aetna Medicare Rx Saver (PDP)

«  Enhanced Product Category: [N
¢ Basic Product Category: [ NG
L

MA-PD: Health Plans will utilize a formulary variation of the PDP option

TIERS CO-PAY RANGES
Tier-1 Preferred Generics $2-7

Tier-2 Non-Preferred Generics $5-12

Tier-3 Preferred Brands $35-45

Tier-4 Non-Preferred Brands 37-50%

Tier-5 Specialty 25-33%

Return on Investment in MUSD (Lantus):

2015 2016

Gross Rebates Net Sales TRx Market Gross Rebates Net Sales TRx Market

Scenario Sales ($M)| ($M)  |Rebate (%) Sales ($M)| (SM) |Rebate (%)| ($M) (units) | Share (%)
Baseline (N6 Conteact % R R 0.0% 1145 5G| 0.0% TR T
..... 20 [ 00% | 1823 | 638 | 380% |  i1es [ zisaea] sosw

00 | 00 00% | [ 669 | 638 | 350% | 30 [ 211,055 185% |

e | o] 00% [ s [ wevscs] Gzew | [ sezs ] ®ar ] s00% | tzie [ EiEaes] S05% |

0.0 | 00 [ 00% | 0.0 | ol 00% ]| | 669 | 547 [ 30.0% | 122 | 211,055] 185% |

Key Assumptions ROl (Recommendation):
e Baseline and No Contract Scenario are the same, Lantus is currently Not Covered in 60% of business
and Non-Preferred / ST in 40% of business
o Share shift calculated using ||| | NN (Lontus Not Covered = Tier 2)
e No planned Lantus Pricing Actions in 2015 / 2016
e Factored up TPS data following receipt of 3Q14 customer data in order to align data sets
o No contract data available for Lantus due to Not Covered position
o See Appendix for conversion factors applied to TPS data set

Net Cost to Plan in MUSD (Lantus):

2016
{ Total Net Cost
{ To Plan after
Scenario CostTo Plan: ' Copay
Baseline - Status Quo 0.0% $118 $50 320% | 40.0% $169 $31 68.0% $206
Scenario 1 35.0% $123 $23 505% | 20.0% $162 $23 495% $240
Note: Baseline scenario is the same as No Contract scenario
Key Assumptions Net Cost to Plan (Recommendation):
e Co-Pays were derived by taking an average of the co-pay range
o T3:540/T4:42.5%
e Other assumptions: 20% mark up for plan cost, 15% network discount and $1.75 pharmacy
dispensing fee/unit
e Levemir 40% rebate for sole preferred LAl, 20% rebate for co-preferred LAl
2
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Sanofi USPC Recommendation
Aetna Inc.
2016 Medicare Part D RFP
December 16, 2014
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Sanofi USPC Recommendation
Aetna Inc.
2016 Medicare Part D RFP
December 16, 2014

ROI Model Description

Model Product Line:
Model Plans / PBMs:
Model Units (e.g., ml, Rx)

Model Purpose:

LANTUS Model Creation Date: 12122014
Model Author: Alfred Haley

Rx

Aetna 2016 MMA RFP for Lantus.

Baseline Scenariol
Description: Lantus: Description:
MAPD- NF/ST
PDP- varies
No Rebates
Analog: Analog:
Data Sources: Data Sources:
Scenario2 No Contract:
Description: Description:
Analog: Analog:
Data Sources: Data Sources:

R

_

j;& e
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Sanofi USPC Recommendation
Aetna Inc.
2016 Medicare Part D RFP
December 16, 2014
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Sanofi USPC Recommendation
Aetna Inc.
2016 Medicare Part D RFP
December 16, 2014

APPENDIX

Conversion Factors

Prescription Volume Unit Volume
Lantus Vials Lewvemir Lantus Vials Levemir
3014 TPS 20,082 3014 TPS 85,011 3014 TPS 404,333 3014 TPS 1,776,243

3014 Customer 38,732 3014 Customer 176,218 3014 Customer 539,725 ?QM Customer 2,274,200

Varia var Variance

Lantus Solostar Lantus Solostar

3014 TPS 25,605 3014 TPS 526,294
3014 Customer 51,407 3014 Customer 618,670
Varlance: 101 Variance
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Sanofi USPC Recommendation
Apidra Price Increase
November, 2014

EXECUTIVE SUMMARY

Brand(s) Customer / Channel Type of Request Time Period
- ‘Ap(d(q ‘ _ All Contract Offer Revision December 5, 2014
Recommendation: | ¢  Approve a WAC increase of 9.9%

_Financial Impact: | ¢  Additional $2.5 Million in Sales in 2014 and a risk of $300,000 in 2015due to a
lower claw back realization

Risk Considerations: e All price increases have the potential to subject the organization to public
scrutiny from payers, physicians and patients.

Recommendation:

. Implement a 9.9% price increase on Apidra effectlve December 5, 2014:

. NDC. |  BrandName | GenericName | Strength |Current WAC| |[Proposed WAC| |increase
00088-2500-33 |APIDRA {10ml Vial}) INSULIN GLULISINE |100 unit/mL | $ 184.85 S 203.15 9.90%
00088-2502-05 |APIDRA SOLOSTAR {Box of 5 Pens) [INSULIN GLULISINE |100 unit/mL | $ 357.10 S 392.45 9.90%

Rational for Recommendation:

e Increased Gross and Net Sales.

e Apidra has employed a fast follower strategy to Novolog/Humalog price increases — Novolog just
implemented their increase effective November 18"

e 2015 Budget has 8.0% increase effective January 2015 — by bringing the increase forward to
December, an additional $2.5 Million in Sales will be realized in 2014- $1.4 Million due to the
claw back , and $1.1 Million by the pricing action

e 2015 Net sales will be lower by $300,000 as there is a lower claw back at the beginning of the
year compared to budget, and we do not realize additional net sales from Medicare contracts
since they are price protected.

Financial Assessment:

$171.3 $173.8 § 25| $1755 $175.2 S (0.3)

Risk Assessment:

e All price increases have the potential to subject the organization to public scrutiny from payers,
physicians and patients.
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Sanofi USPC Recommendation
<Prime Therapeutics Commercial>
<November 7, 2014>

EXECUTIVE SUMMAR
Brand(s) Customer [/ Channel Type of Request Time Period
Lantus PRIME Commercial Rebate change 2015 and 2016

Rationale for Recommendation:

e We are currently at risk with PRIME due to recent public comments around increases in Lantus rebates
impacting the U.S. market for diabetes. PRIME is questioning their current rebate status with Lantus.
They are reguesting/requiring an increase in 2015. If we need to increase rebates to stay preferred, we
can ask for coverage of any future glargine at the same price per day. PRIME also says they no longer
want performance as a part of the contract, but all rebates to be guaranteed. Prime's current Lantus
product rebate has basically remained unchanged since the contract inception in July 2010. In 2014, the
admin fee was increased 1 point and price predictability was implemented.

o Without a 2015 increase, they can and have threatened to exclude any new glargine products.
PRIME has a new exclusions list for 2015, which currently includes Apidra.

o Low risk of Lantus being blocked in 2015, high risk of other glargine being blocked without a new
deal. Higher risk of negative changes in 2016.

e This change in 2015 could set us up well for a single manufacturer/exclusive 2016 year. Any 2016
commercial offer will need to be completed by the end of November for a January business committee
review.
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Sanofi USPC Recommendation
<Prime Therapeutics Commercial>
<November 7, 2014>

Financial Assessment:

2015

Gross | Rebatas Met Salas TRx Markat
Sales (SM)|  ($M]  |Rebate (%)| ($M)
324 6

Gross Rebates
(units) | Share (%) Sales ($M)
B28.752 TE.O% 369.6

Net Sales TRx Market
($M)  |Rebate (%) ($M) (units) | Share (%)

80% 3366 654 595 TR &M

11.0% 201.7

Market Overview:
e  Exclusion list in 2015

Competitive Landscape:

Risk Assessment:

Environmental Impact Statement:

e Legal Risk:
e Compliance Risk:
¢ Operational Risk:

Performance Measurement:
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Sanofi USPC Recommendation
<Prime Therapeutics Commercial>
<November 7, 2014>

Detailed Financial Analysis:

Yearly Summary

Baszeline

tem

Sanofi TR (units)
Competitor TRx (units)
Sanofi TRx Share (%)
Gross Sales (3)
Guaranteed Rebate (%)
Performance Rebate (%)
Administration Rebate (%)
PP Penalty Rebate (%)
Total Rebate (%)
Guaranteed Rebate (3)
Performance Rebate (5)
Administration Rebate (3)
PP Penalty Rebate (3)
Total Rebate (§)

Met Sales (5)

Scenarle 1

ftem

Sanof TR (units)
Competitor TRx (units)
Sanofi TRx Share (%)
Gross Sales (3)
Guaranteed Rebate (%)
Performance Rebate (%)
Administration Rebate (%)
PP Penalty Rebate (%)
Total Rebate (%)
Guaranteed Rebate (5)
Performance Rebate ()
Administation Rebate ($)
PP Penalty Rebate ($)
Total Rebate (§)

el sales (3)

Scenarie 2

tem

Sanofi TRx (units)
Competitor TRx (units )
Sanofi TRx Share (%)
Gross Sales (3)
Guaranteed Rebate (%)
Performance Rebate (%)
Administration Rebate (%)
PP Penalty Rebate (%)
Total Rebate [98)
Guaranteed Rebate (%)
Performance Rebate (§)
Adminigtration Rebate ($)
PP Penalty Rebate (S)
Total Rebate ($)

Net Sales (3)

No Contract

tem

Sanofi TR (units)
Competitor TRx (units)
Sanofi TRx Share (%)
Gross Sales (§)
Guaranteed Rebate (%)
Performance Rebate (%)
Administration Rebate (%)
PP Penalty Rebate (%)
Total Rebate (%)
Guaranteed Rebate (3)
Performance Rebate (3)
Administration Rebate (3)
PP Penalty Rebate ($)
Total Rebate (3)

Met Sales (5)
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Sanofi USPC Recommendation
<Prime Therapeutics Commercial>
<November 7, 2014>

Modeling Assumptions:

e Assumes no change to formulary status in 2015, so although a no contract scenario was not prepared.

ROI Model Description

Model Preduct Line: Lantus Model Creation Date:
Medel Plans [PBMs: PEM Model Author: R.Seasock
Madel Units (e.g., ml, Rx) TR¥'s

By

Baseline Scerariof

it

Model Results, Output or Recommendations:

it

Approved Scenario: -
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Sanofi USPC Recommendation
<Prime Therapeutics Commercial>
<November 7, 2014>
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Summary OptumRx/UHC Part D 2016

EXECUTIVE SUMMARY

Brand(s) Customer / Channel Type of Request Time Period
Lantus OptumRx/UHC Medicare Contract Offer Revision 1/1/2016 — 12/31/2020
Contracting Ensure unrestricted Lantus access — 1 of 1 Manufacturer - Exclusive PDP positioning
Strategy:

Recommendation: | e  Approve a 5-year offer of 61% rebate for Lantus in their PDP plans (Saver Plus and
Preferred) only with 6% Cumulative Price Protection with a 12/31/2013 baseline.

e  MAPD remains status quo at 55% with 6% Cumulative Price Protection with
12/31/2013 baseline.

o  Current Offer: 55% rebate for 1 of 2 Manufacturers with 6% cumulative price
protection and baseline WAC date of 12/31/13.

Financial Impact: |e  PDP Exclusive Offer vs Current Contract — Excluding other costs, net sales increase by
+8.9 M in 2016 and +30.2M in 2017. Including other costs, net sales variances are
(8.2) M and +2.8 M respectively.

e  PDP Exclusive Offer vs. No Contract — Excluding other costs, net sales variance of
(114.8) M in 2016 and +124.7 M net sales in 2017. Including other costs, net sales
variances are (201.2) M and (13.4) M respectively.

Risk e Loss of Lantus patient base during critical Diabetes Franchise years of 2016 and 2017.

Considerations: e  [Failure to respond could potentially position Lantus as not covered in the PDP segment
should the account turn to the competition.

e  Risk of spillover to other customers and business segments.

Probability of Probability of Success — 50%
Success:

HIGHLY CONFIDENTIAL SANOFI_SFC_OOOlﬁlQBZ
Confidential commercial or financial information not
subject to disclosure under FOIA



Financial Summary

2016 2017
Gross Gross
Sales Rebates Other Net Sales Sales Rebates Other Net Sales
($M) ($M) Costs ($M) ($M) ($M) Costs ($M)
1060.7 632.7 144 6 283.4 1205.5 718.1 164.3 323.1
5516 0.0 75.2 476.4 392.9 0.0 536 339.3
Variance to Baseline -509.1 -632.7 -69.4 123.6 -812.7 -718.1 -110.8 16.3
1186.0 7491 161.7 27 1406.5 888.9 1917
Variance to Baseline 125.3 116.5 171 { -8.2 201.0 170.8 274
Variance to No Contract 634 .4 749 1 86.5 -201.2 1013.6 8889 138.2
Confidential and Proprietary For Discussion Purposes Only | 3
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Toujeo - Contract Language Update

The following language has been added to some Lantus Agreements in
the GPO, LTC and Managed Care Space

“Any new FDA approved SA insulin glargine product in the Long-acting insulin
Sub-Therapeutic Category shall be automatically added to this Agreement and
the Formulary(ies) on the same terms and conditions, including Rebate
terms, as Lantus; provided, that the Rebate percentage(s) shall be adjusted as
may be necessary to achieve net parity pricing with Lantus.”

Adding this Language has spurred some questions/considerations that require
further discussion:

HIGHLY CONFIDENTIAL SANOFI_SFC_OOOlﬁlQBd
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Questions/Considerations

Strategy —
« Toujeo strategy not yet finalized.

 The language sets Net Pricing before the strategic price & strategy
have been decided.

-  Established a bundle with this language. If bundled in commercial, it
will set a high BP, thus a high Medicaid rebate (traditional & Mgd
Med) from day one and for the lifecycle of Toujeo.

. If higher Lantus rebates are offered for the placement of Tujeo on Form, it is a
bundle.

. If product rebate levels are negotiated together and Lantus rebate increases, it is a
bundle.

. If higher Lantus rebates are offered regardless of Tujeo Form decision, no bundle.

. If Lantus rebates remain status quo, no bundle.

. (JIM, KEEP THESE BULLET PTS OR NOT AS YOU SEE FIT)

SANOFI
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Questions/Considerations

Questions—

Does this apply to all business sectors? (Comm, PtD, Mgd Med,
GPO, LTC)

If language is currently not in the contract do we proactively add via
an amendment. (Risk: can open Lantus negotiations).

|s language negotiable?

If contract language states “added to the Agrmt’, but not “and the
Form”, customer has no obligation to add Tujeo to Form. Customer
would get rebate only once they add Toujeo to Form.

If Customer accepts the language, then decides not to add Toujeo to
Form, will Sanofi withhold Lantus rebates?

Customer Formulary decisions must be made for clinical reasons.

From 2003 OIG guidance®: ‘the determination of clinical efficacy and
appropriateness of formulary drugs by the formulary committee precedes, and
Is paramount to, the consideration of costs.”

http:/Awww.ehcca.com/presentations/pharmaaudio20030521/HHSOIGGuidanceRaisesConcerns. pdf

SANOFI g
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Tuojeo - Contracts

SANOFI
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Lantus Co-Pay Offer Request

Summary
EXECUTIVE SUMMARY
Brands(s) Customer / Channel Type of Request Time Period
Lantus Commercial / Cash Co-Pay Offer Oct 2014 — June 2016
Strategy: Retain existing Lantus patients refilling and encourage new Rx; create a base for

future co-pay offers that will covers multiple Sanofi diabetes products; increase CRM
Lantus user database as a consideration for future portfolio growth

Recommendation:

Approve expansion of 12 month benefit offer nationally

Financial Impact:

GTN and A&P Impact —$15.9M:
* 2014 -51.07M (incremental)
* 2015 -510.9M (included in latest LRP)
e 2016 - $3.9M (included in latest LRP)
Incremental Revenue —$S11M

Rationale for Recommendation

Address cost barriers making it easier for patients to be compliant with Lantus therapy

Benefits not only Lantus performance in 2014 and 2015 but also an important consideration for the future
diabetes portfolio growth
Continue to reinforce positive competitive perceptions about Lantus access for commercial patients to motivate
physicians to prescribe Lantus

Use new Lantus co-pay offer as an initial step for franchise co-pay offer during Toujeo launch and other
launches (e.g. “Pay No More Than $25 for Lantus; Pay No More Than $20 for Toujeo”)

Increase CRM Lantus user database as a consideration for future diabetes portfolio growth (Lantus Expanded
co-pay program will bring 45K+ patients into the database)

HIGHLY CONFIDENTIAL
Confidential commercial or financial information not
subject to disclosure under FOIA

SANOFI_SFC 00014354



Lantus Co-Pay Offer Request

Financial Summary

® Estimated impact~ $15M GTN and $800K A&P

® Assumes:
e Keep $100 cap per script

e October 2014-June 2015 — Registration Period

e October 2014-June 2016 - Claims Period

e Print 150K cards - distribute ~ 50K in 2014 and 100K in 2015

9,600 45,000 35,400

Estimated patients redeeming cards 45,000 Estimated patients utilizing cards

Average claims per pateint 5 Average claims per pateint 15 3.5 1.5

Average reimbursement per claim $67 Average reimbursement per claim $67 $67 $67
Estimated Reimbursements $15,075,000 Estimated Reimbursements $964,800 $10,552,500 $3,557,700
GTN Impact 0.05% GTN Impact 0.01% 0.10% 0.04%
Incremental Revenue 11M * A&P Fees $100,000 $402,000 $300,000

* Based on patient persistency and compliance improvement
only; No spill over impact from improved access perceptions
is incorporated; No incremental Toujeo revenue is included;
Assumes Net SoloStar Price of $203 (per Finance)

SANOFI
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Auvi-Q Price Increase Request

Summary
EXECUTIVE SUMMARY
Brands(s) Customer / Channel Type of Request Time Period
Auvi-Q Price Increase October/November 2014

Recommendation: | Implement an Auvi-Q price increase to match Epipen potential Q4 Pl and maintain
the current 10% price premium. Base scenario modeled below aligned with the F2
assumption of +14.9% in October.

Financial Impact: | The impact of not taking this price increase will be $1.6M versus the preliminary
2014F2 projection.

Recommendation

® Implement a price increase on Auvi-Q as a fast follower to a potential Mylan EpiPen
price increase expected to be taken in October/November with a goal of
maintaining the current 10% premium.

Rational for Recommendation
® Budget 2014 has a 14.9% price increases built in October
® Maintain fast follower strategy to Epipen price increase

SANOFI -«
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Auvi-Q Price Increase Request
Financial Summary

® The impact of not taking this 14.9% price increase will be $1.6M in 2014
and $10.9m in 2015 versus the preliminary 2014F2 15B projection.

MANDATED $9.0 7.0% $.6 $9.6 7.2% $28.3 8.6% $4.4 $32.7 8.7%
GVT DISCRETIONARY 5.7 0.6% $.0 5.7 0.5% $.7 0.2% S1.3 $2.0 0.5%
MEDICARE S.6 0.5% S.0 T 0.5% $1.6 0.5% 5.2 $1.8 0.5%
MANAGED MEDICAID S.1 0.1% $.0 $.1 0.1% 52 0.1% $.0 52 0.1%
COMMERCIAL $15.0 11.7% $1.9 $16.9 12.7% $78.9 24.1% $25.4| $104.3 27.7%
MANAGED CARE $14.9 11.6% $1.9 $16.8 12.6% §77.9 23.8% $25.3| $103.2 27.4%
HOSPITAL S.0 0.0% $.0 $.0 0.0% $.9 0.3% 81 $1.0 0.3%
LTC S.0 0.0% $.0 $.0 0.0% S.0 0.0% $.0 S.0 0.0%
STAFF MODEL 5.0 0.0% $.0 $.0 0.0% $.0 0.0% $.0 $.0 0.0%
OTHER INCENTIVES $14.9 11.6% S.4 $15.4 11.5% $46.0 14.1% $6.9 $52.9 14.1%
CASH DISCOUNTS $2.6 2.0% S.1 $2.7 2.0% $6.6 2.0% $1.0 §7.5 2.0%
DPA FEES $2.1 1.6% $7.3 $9.4 7.0% $19.6 6.0% $2.9 $22.5 6.0%

SALES RETURNS
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Sanofi USPC Recommendation

Lantus [ Contracting Strategy Revision

June 4, 2014

EXECUTIVE SUMMARY

Brand(s) Customer / Channel Type of Request Time Period

Lantus _ Contract Strategy Revision Effective July 1, 2014

-Brand Strategy: | Reassert Lantus’ Leadership position to secure and accelerate volume growth in light of
the aggressive market challenges & U300 launch; Differentiate Lantus as 1st Injectable
of choice.

i Support Brand Strategy by preserving preferred access for Lantus at key -s &

| Systems

e Increase discounts available for Tier 3, 4, and 5, with a maximum available

discount of 40%.

e Create a Tier 5 opportunity for Individua! [t 80% market share

e Include price predictability of 10% annually, based on net pricing.

| e Increase the Re-evaluation discount (Comeback Agreement)to 25%.
Recommended changes are neutral to F1 2014.

Average discount within the 30% accounted for in F1 2014; recommendation average

| discount of 29% (+1% admin fee) is in-line with F1 2014.

| Considerable risk for lost || occess and business, particularly with the latest price

| increase for Lantus. Loss of access in - segment will likely have a negative

impact on LTC and retail segments.

Recommendation:

e Increase discounts available to Acute Care Class of Trade (COT) through Institutional GPOs. Changes only
apply to Tiers 3, 4 and 5 to incentivize accounts to strive for higher market share performance; no change
in discounts for Tiers 1 and 2. Increases the maximum available discount to 40% (from 20%).

e Include price predictability of 10% annually, based on net pricing.

e Make Tier 5 available to individual [l with a minimum market share threshold of 80%.

e Increase the Re-evaluation discount (Comeback Agreement) to 25% (Tier 3 level discount); current Re-
evaluation discount is 14%.

CURRENT CONTRACT TERMS

<
o
: o
w N
>
£
Q Z | Tier1 0.00% 49.99% 1% 1% 0.00% 37.99% 0% 0%
E § Tier 2 50.00% 59.99% 9% 9% 38.00% 51.99% 9% 9%
g Tier 3 60.00% 69.99% 14% 14% 52.00% 67.99% 14% 14%
Tier4 70.00% 100.00% 17% 17% ) 68.00% 74.99% 17% 17%
Tier 5 75.00% 100.00% 20% 20%
PROPOSED CONTRACT TERMS

37.98% 1% 1%

0Qo,

Tier1 0.00%

EFFECTIVE
JULY 1, 2014

Tier3 60.00% 69.99% 25% 25% 52.00% 67.99% 25% 25%
Tier4 70.00% 79.99% 30% 30% 68.00% 74.99% 30% 30%
Tier 5 80.00% 100.00% 40% 40% 75.00% 100.00% 40% 40%

Rationale for Recommendation:
e Lantus is losing accounts and share within the institutional segment because of aggressive discounting
and bundled contract offering from Novo Nordisk.
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Sanofi USPC Recommendation

Lantus || Contracting Strategy Revision

June 4, 2014

e  Current WAC prices for Lantus and Levemir are at parity. We understand that Novo Nordisk is offering
Levemir discounts up to ¥55%, and the current maximum Lantus discount available is 20%. On a net
pricing basis, Lantus Vial is at ~“43% premium to Levemir Vial (based on current maximum available
discounts). Based on the recommendation, the Lantus Vial premium to Levemir Vial would be reduced to
~24% on a net pricing basis, but not closed completely (assuming Novo Nordisk matches our May 30, 2014
WAC increase — Novo Nordisk matched the WAC increase effective May 31, 2014).

o Increased discounts focused on Tiers 3, 4, and 5 place additional discount investment to protect our
position with those ||| || | BB thot are performing to higher market share levels, while also
providing incentives for accounts to increase their share and corresponding discount opportunity.
Approximately 67% ||| | | BEEEEEE is 2t Tier 4 or Tier 5. With the introduction of Tier 5 for Individual
. /3% of Lantus volume would be at Tier 5.

Estimated Lantus Volume Allocation (Current)

11% 10% 13% 43% 24%

Estimated Lantus Volume Allocation
Post-Tier 5 for Individual Hopsitals

11% 10% 13% 19% 48%

e The table below details the change in net pricing, by tier, from the current discount levels (pre-May 30
WAC increase) to the recommended discount levels (post-May 30 WAC increase). We expect the
incremental discounts for Tiers 3-5 to both address the increasingly competitive contracting, as well as
neutralize the negative impact of the May 30 WAC increase for higher market share accounts.

Post Price Increase / Change in Discounts

SoloStar | WAC: =[5 30312 NewWAC: [ § 33313
. Discount | NetPrice " Discount | NetPrice |% Change vs. Current
Tier5 20% S 242.50 S 199.88 -17.6%
Tier4 17% S 251.59 S 233.19 -7.3%
Tier3 14% S 260.68 S 249.85 -4.2%
Tier 2 9% S 275.84 S 303.15 9.9%
Tier1 1% S 300.09 S 329.80 9.9%

Post Price Increase

e %: 16.1%
128|  [NewWAC: |5 2208
Net Price _Discount | NetPrice |% Change vs. Current
Tier 5 20% S 15300 133.25 12.9%
Tier4 17% S 158.76 155.45 -2.1%
Tier3 14% S 164.50 166.56 1.3%
Tier 2 9% S 17406 202.09 16.1%
Tier 1 1% S 18937 219.86 16.1%

e The organizational goal is to retain as many diabetes patients as possible in advance of future pipeline
expansion. A weakened position in the Acute Care channel, where the population and disease prevalence
is growing, would severely compromise our ability to do this. Every Lantus script lost in this space is a lost
opportunity for a U300 script.

e Despite a significant increase in discount relative to where we are today, this remains a profitable decision
as the ability exists in these accounts to move significant share and potentially gain business from
accounts that we have already lost.
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Sanofi USPC Recommendation

Lantus [ Contracting Strategy Revision
June 4, 2014

e In order for Sanofi to be positioned to expand the future diabetes portfolio, Lantus must maintain high
levels of access in this [JJlJ! sesment, particularly since [l are a key point influence with
potential impact on both the LTC and retail segments.

e There is urgency around the timing of this recommendation, particularly in light of the May 30 Lantus
WAC increase and Novo Nordisk’s recent push to have |JJJJil] and systems sign letters of commitment
prior to July 1. The availability and execution of this recommendation will provide Sanofi with an ability to
mitigate the impact on the Institutional business.

Financial Assessment:
¢ No negative financial impact expected; F1 2014 accounted for an increase in [ discounts to an
average of 30%, effective July 1.
e The average discount for the recommendation is expected to be 29% (+1% admin fee = 30% total), versus
a pre-F1 2014 average discount of 16% (+1% admin fee).
e  Price predictability of 10% (net with annual reset) is not expected to create any financial exposure, based
on current WAC increase plan of 7% in January 2015.

2013 2014 2015
Gross Gross Gross
Sales Rebates Rebate |Net Sales TRX Sales Rebates Rebate | Net Sales TRX Sales Rebates Rebate |Net Sales TRx
sm) M) (¥ (M) (units) (G0 s o) (G0 (units) (G0 (G0 Ch) (1 (units)
15223 183 | 120% | 1340 | 968,762 1835 294 | 160% | 154.1 | 882,956 2084 333 ] 160% | 1751 | 882,956
152.3 183 [ 120% [ 1340 | ees762 188.1 438 | 233% | 1443 | 682956 2098 629 | 2300% | 1469 ] B82.956
0.0 00 | 00% 00 0 46 145 | 73% -98 0 14 296 | 140% | 282 0
0.0 001 1 i 00 0 46 ME s 98 0 6.0 440 | :380 0
1623 183 [ 1z20% [ 1340 ] oes7e| [ 188 438 ] 233% [ 1443 es2956 2098 629 | 800% | 1469 [ 882956
Variarice to Baseline 0.0 00 ] 00% 0.0 0 46 145 [ 73% -98 0 14 206 | 140% | 282 0
{Variance to Baseline (5) 0.0 0.0 | 00 0 48 145 0 98 0 6.0 440 -38.0 0
[Variance to Budget [ oo] oo oo oo] oo [ oo] oo oo%{ o0of oo] [ oo] oo] oo% 00{ " 00]
[Variance to Budget (£) [ oo]  oof R of [ oo oo ooifition] [Hmineofiniiee 00| oo

Note: £ symbol indicates cumulative vatiance

Key Assumptions (Recommendation):

e F1 2014 includes increased average discount of 30%, effective July 1, 2014.

e Recommendation includes maximum discount of 40% (+1% administrative fee); average discount of
29% (based on proposed tiers and Q4 2013 tier performance volume distribution).

e Recommendation assumes 10% price predictability on net pricing with annual reset, effective July 1.

e WAC increase of 16.1% on the Vial and 9.9% on SoloStar on May 30, 2014 (Budget / F1 2014 scenario
assumes increase on May 30, 2014).

e  Volume kept static to demonstrate the pure impact of offering incremental discounts and price
predictability.

Market Overview:

¢ I continue to be under increasing pressure to cut costs across all classes of spend, and the insulin
class is now a target.

e Outside pressures such as the ISMP safety letter have made many facilities change treatment protocols
from use of pens back to vials for safety concerns. This has contributed to increased costs to |||
because of product waste to the systems and individual facilities.

e I rcimbursement is being cut by Medicare, which further reduces their margins.

Competitive Landscape:
e Lantus is currently at a disadvantage when pricing is looked at unit to unit in the |JlJ\while our
teams continue to reinforce the clinical differentiation for Lantus, i} are placing more weight on
acquisition cost as a key variable while making formulary decisions.
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Sanofi USPC Recommendation

Lantus [ Contracting Strategy Revision

June 4, 2014

e For some key institutions, Novo Nordisk has changed the market basket to include just Lantus and
Levemir, making it significantly easier for -to achieve higher discounts under their portfolio offer.

e Novo Nordisk is aggressively pursuing Lantus- by offering a ramp up to their Gold Level discount
(understood to be ~52%) for a period of six (6) months to facilities that sign a letter of commitment by
July 1%,

e Some - are stating that Novo Nordisk is claiming that they expect to have label changes in their Pl
that say that Levemir are unit to unit equivalent to Lantus.

e The current PHS pricing for Levemir ($0.10 per vial) is much less than Lantus (Q2 2014 = $7.00 per vial, Q3
2014 = $1.54 per vial; Q4 2014 = $0.10 per vial — assuming WAC increase during Q2 2014); the PHS price
for Lantus is expected to be reduced to penny pricing (50.10 per vial) later in 2014 due to statutory
calculations.

o Novo Nordisk has a much more liberal application of their systems definition, including offering inpatient
pricing to affiliated facilities and some closed door pharmacies. Sanofi’s definition includes Owned,
Leased, and Managed inpatient facilities only.

e Novo has positioned Levemir as a “loss leader” to better position their full diabetes portfolio (i.e. Victoza,
Novolog and other insulins).

Risk Assessment:

e Environmental Impact Statement: Continued WAC increases will create further pressure in the -
community. Without a corresponding increase in available discounts, we are at considerable risk of
negative actions against Lantus and potentially other Sanofi brands.

e Financial Risk: Recommendation is neutral versus F1 2014. We are at significant risk of lost business
without a more competitive contract offering. Based on the most recent ||| | | I (attached),
approximately $36 million of annual gross sales is at risk, including inpatient volume and other volume

associated with facilities under the influence of each ||| | | I B:scd on a review of
fifteen (15) || o<t over the past two (2) years, Lantus market share dropped from an
average of 70% to 40% after those systems moved against Lantus.

o Legal Risk: Privilege

e Compliance Risk: No anticipated compliance risk.

e Operational Risk: Operational risk is limited to timing of the execution of the contract roll-out in relation
to the timing of the WAC increase. Given that the mid-year 2014 WAC increase will occur on May 30
(prior to rollout of the revised contract), we will likely experience a negative reaction from accounts
during the month of June, prior to the effective date of the increased discounts. We feel that this risk can
be mitigated to some extent with swift execution of the recommended increased discounts into the
marketplace.

e Risk for Spill-Over Risk: We do believe that there will be an impact on the Commercial and part D
business if we lose the business within the acute care facilities that are currently under threat, based on
the populations within the service areas that they cover as well as others that could decide to move based
on our future pricing strategies. Due to the fact that we do not have a complete breakdown of the exact
lives and demographics from each plan that are touched by these facilities we do not have an exact dollar
impact. However, Sanofi internal research indicates that of Lantus patients switched to Levemir in the
inpatient setting, approximately 40% of those patients do not resume their Lantus-based therapy post-
discharge.
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June 4, 2014

Detailed Financial Analysis (Custom View)

Baseline

Item Jul-13 : Jun-14 | Jul-14 : Jun-15 | Jul-15 :Dec-15
Sanofi TRx (units) 904,380 882,956 441,478
Competitor TRx (units) 0 0 0
Sanofi TRx Share (%) 100% 100% 100%
Gross Sales ($) 165,425,847 201,587,187 104,202,073
Guaranteed Rebate (%) 0% 0% 0%
Performance Rebate (%) 13% 15% 15%
Administration Rebate (%) 1% 1% 1%
PP Penalty Rebate (%) 0% 0% 0%
Total Rebate (%) 14% 16% 16%
Guaranteed Rebate ($) 0 0 0
Performance Rebate ($) 21,589,186 30,238,078 15,630,311
Administration Rebate ($) 1,654,258 2,015,872 1,042,021
PP Penalty Rebate ($) 0 0 0
Total Rebate ($) 23,243,444 32,253,950 16,672,332
Net Sales ($) 142,182,403 169,333,237 87,529,741

Budget (F1 2014)

Item Jul-13 : Jun-14 : Jul-14 :Jun-15 : Jul-15 :Dec-15

Sanofi TRx (units) 904,380 882,956 441,478
Competitor TRx (units) 0 0 0
Sanofi TRx Share (%) 100% 100% 100%
Cross Sales ($) 169,401,135 202,949,479 104,906,252
Guaranteed Rebate (%) 0% 0% 0%
Performance Rebate (%) 13% 29% 29%
Administration Rebate (%) 1% 1% 1%
PP Penalty Rebate (%) 0% 0% 0%
Total Rebate (%) 14% 30% 30%
Guaranteed Rebate ($) 0 0 0
Performance Rebate ($) 22,185,479 58,855,349 30,422,813
Administration Rebate ($) 1,694,011 2,029,495 1,049,063
PP Penalty Rebate ($) 0 0 0
Total Rebate ($) 23,879,490 60,884,844 31,471,876
Net Sales ($) 145,521,645 142,064,635 73,434,377

Recommendation

item Jul-13 : Jun-14 : Jul-14 : Jun-15 : Jul-15 : Dec-15

Sanofi TRx (units) 904,380 882,956 441,478
Competitor TRx (units) 0 0 0
Sanofi TRx Share (%) 100% 100% 100%
Gross Sales ($) 169,401,135 202,949,479 104,906,252
Guaranteed Rebate (%) 0% 0% 0%
Performance Rebate (%) 13% 29% 29%
Administration Rebate (%) 1% 1% 1%
PP Penalty Rebate (%) 0% 0% 0%
Total Rebate (%) 14% 30% 30%
Guaranteed Rebate ($) 0 0 0
Performance Rebate ($) 22,185,479 58,855,349 30,422,813
Administration Rebate ($) 1,694,011 2,029,495 1,049,063
PP Penalty Rebate ($) 0 0 0
Total Rebate ($) 23,879,490 60,884,844 31,471,876
Net Sales ($) 145,521,645 142,064,635 73,434,377
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Sanofi USPC Recommendation

Lantus || GPO Contracting Strategy Revision

June 4, 2014

Financial Model Assumptions:

ROI Model Description

Model Product Line: Lantus Model Creation Date: 22-May-2014
Model Plans / PBMs: Model Author: M. Siemers
Model Purpose:

This model is to evaluate potential contracting changes to the Lantus ||| | | [ [Nl contracting strategy. The model will look at
increased discounts and price protection at various levels.

Bogger ..
Description: Market share based performance Description: Increased discounts to an average of 30%,
agreementwith a current maximum based on increased average discounts in
discount of 20% at Tier 5. Average the 2014 F1. Projections based on
weighted discount of 15% (based on Q1 bottoms-up forecast for
2014 actual performance). Projections WAC Increase effective May 30, 2014.

based on straight-line forcast of Q3 2013 -
Q12014 actuals.

Analog: Analog:

Data Sources: |SPM/Bottoms-Up Forecast Data Sources: |SPM/Bottoms-Up Forecast
e R R ﬁbébhiré}}t VS
Description: Increased discounts to a maximum of 40% Description:

(Tier 5 market share attainment). Average
weighted discount of 29%. Includes price

predictaility of 10% (net with annual reset.

Projections based on bottoms-up forecast
for ,

WAC Increase effective May 30, 2014.

Analog: Analog:
Data Sources: |SPM/Bottoms-Up Forecast Data Sources:
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[
A
3 S 5,149,194 263,980
122 $ 5,130,468 263,020
61 S 3,703,117 189,845
19 S 2,421,865 124,160
77 S 1,893,057 97,050
29 S 1,821,860 93,400
16 S 1,781,093 91,310
14 S 1,722,087 88,285
47 S 1,679,467 86,100
10 S 1,408,236 72,195
27 S 1,203,618 61,705
9 S 1,075,756 55,150
4 S 1,057,615 54,220
12 S 836,222 42,870
2 S 816,502 41,859
15 S 727,379 37,290
9 S 724,843 37,160
18 S 703,776 36,080
10 S 580,596 29,765
12 $ 539,829 27,675
36 S 501,889 25,730
3 S 446,882 22,910
11 S 421,934 21,631
3 $ 343,696 17,620
15 S 331,407 16,990
6 S 289,567 14,845
2 S 198,766 10,190
2 $ 192,524 9,870
2 S 118,109 6,055
2 S 59,025 3,026
Total 582 S 37,880,379 1,941,986
7
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EXECUTIVE SUMMARY

Lantus Price Increase

: May 30th. 16.1% vial, 9.9% pen (vs F1 14.9% vial,
9.9% pen)

= -$387 mill net sales if no increase taken
+ 16.1% vs 14.9% vial increase;

=+ $8 mill net sales

« 0.25% GTN erosion

= Current WAG parity with Levemir
= Modifying vial increase to 16. 1% vs F1 14 9%
provides financial upside and brings vial and pen to

parity

= Risk associated with any price increases
= Selective proactive management may be needed
to maintain product access
«  Caremark commercial & part D, hospital,
wholesaler
= PR Risk: ADA conference June 13 -~ 17

SANOF]

All price increases have the potential to subject the organization to public scrutiny from payers, physicians and patients. ‘Any decision on price increases must be done with this understanding.
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VOTE

Lantus Price Increase

# Recommendation / Vote:

= May 30th: 16.1% vial, 9.9% pen (vs. F1 14.9% vial, 9.9% pen)

#  Sjtuational Overview

s Last Price Increases

@

4.4 % vial, 9.9% pen

# Lantus & Levemir at WAC parity, pen currently at a 5.6% premium to vial

Vials

$19.13

$19.13

$22.21

Pens

$20.21

$20.21

$22.21

SANOF]

All price increases have the potential to subject the organization to public scrutiny from payers, physicians and patients. ‘Any decision on price increases must be done with this understanding.
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ISSUE SUMMARY & RATIONALE
Lantus Price Increase

# Rationale for Change:
& Positive financial impact
¢ Vial to pen price parity
»  Simplify messaging
« Set single price point in advance of Toujeo launch

# Anticipated Impact if Approved: Positive net sales impact, WAC parity of vial &
pen leading to a more favorable pricing foundation for Toujeo

# Anticipated Impact if NOT Approved: If no pricing action, considerable negative
financial impact, potential pricing challenges for Toujeo

# Monitoring Plan: Ongoing monitoring of account access & media outlets

SANOF!

All price increases have the potential to subject the organization to public scrutiny from payers, physicians and patients. ‘Any decision on price increases must be done with this understanding.
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FINANCIAL IMPACT
Lantus Price Increase (2014 Family)

Total 10,044 4,474 5,570 10,074 4,495 5,579 30 22 8
Mandated 3,322 2,605 716 3.334 2.616: 718 13 11 2
Managed Medicaid 518 444 74 520 446 74 2 2 o]
Mandated Medicaid 452 388 64 454 390 64 2 2 o]
Medicare Part D Cowerage Gap 615 298 317 617 299 318 2 1 1

Discretionary 6,597 23 11 12
Managed Care 3,869 515 3,354 3,879 520 3,259 10 4 5
State Supplemental Medicaid 58 12 45 58 12 45 0 0 0
Discretionary Managed Medicaid 146 22 124 146 22 124 0] 0] 0]
Medicare 3,115 819 2,296 3,124 824 2,300 9 6 3
State Exchange 46 6 40 46 6 40 6] 6] 6]
Long Term Care 486 38 448 489 39 450 3 1 1
Outpatient Care 14 o] 13 14 1 13 0 0 0
Hospital 248 48 200 248 48 200 1 o] q
Staff Model 99 22 76 99 23 77 o] o] o]

Additional Incentives = 386 {386) = 386 {386) = {0} a
Cash Discount - 201 (201) - 201 (201) - 1 )
Coupons/Other - 17 “17) - 17 7) - - -
DPA - 161 (161) - 161 (161) - 1 m
DPA - WAC Clawback - (40) 40 - 42) 42 - (23] 2
GPO Fees - 6 (6) - 6 ) - - -
Sales Returns - 42 42 - 42 42) - 0] ©O)

Other (1) {1.357%) = {1.357) {1.363) = (1.363) {6} = {6)

(1) Other includes double-counted and non-contracted gross sales.

« Positive net sales impact of $8 mill*

& Additional GTN erosion of 0.25%

-$387 mill net sales impact to F1 if no price increase taken
Impact of moving from 14.9% vial increase to 16.1%

*includes net effect of extending price protection baseline to price prior to increase for Caremark commercial

SANOF]

All price increases have the potential to subject the organization to public scrutiny from payers, physicians and patients. ‘Any decision on price increases must be done with this understanding.
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RISK ASSESSMENT
Lantus Price Increase

General: All price increases have the potential to subject the organization to public scrutiny from
payers, physicians and patients. Any decision on price increases must be done with this
understanding.

Customer: Need for selective proactive management to maintain access

# Accounts with June or July price protection baseline dates to move to price protect the May 30t
action

» Caremark commercial & part D
# Planned changes to [l for 7/1 to account for price increase change
s Potential challenges if wholesaler contracts renegotiated in the June timeframe
Financial:
# Access risk which may lead to financial risk
# If no pricing action taken, then -$387 net sales hit
Privilege

Compliance: No specific compliance issues identified at this time

Public Relations: All price increases have the potential to subject the organization to public
scrutiny from payers, physicians and patients. Work with Communications department to
prepare statements as needed.

&« ADA conference June 13 - 17
Operational: N/A

SANOF]

All price increases have the potential to subject the organization to public scrutiny from payers, physicians and patients. ‘Any decision on price increases must be done with this understanding.
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FINANCIAL IMPACT
Lantus Price Increase (2014 Vial)

Total

4,608 2,489 2,119 30 22 )

Mandated 42% 84% 40% 1,950 1,644 306 13 11 2
Managed Medicaid 6% 93% 5.6% 279 259 20 2 2 0

0

Mandated Medicaid 5% 93% 5.0% 251 232 19 2 2

0, 0, 0,

Discretionary 1 12
Managed Care 32% 13% 4% 1,490 201 1,290 10 4 5
State Supplemental Medicaid 1% 9% 0% 46 4 42 0 0 0
Discretionary Managed Medicaid 1% 14% 0% 46 7 40 0 0 0
Medicare 30% 28% 8% 1,379 389 989 9 ¥ 6 3
State Exchange 0% 12% 0% 18 2 16 0 0 0
Long Term Care 9% 8% 1% 396 30 365 3% 1 1
Outpatient Care 0% 4% 0% 14 0 13 0 0 0
Hospital 2% 22% 1% 111 24 87 1 0 1
Staff Model 2% 24% 0% 75 18 57 0 0 0

Additional Incentives 4% = 169 {169} (0) 0
Cash Discount 2% - 92 (92) - 1 )
Coupons/Other 0% - 0 ©) - - -
DPA 2% - 74 (74) - 1 (1)
DPA - WAC Clawback 0% - (22) 22 - 2) 2
GPO Fees 0% - 4 4) - - -
Sales Returns 0% - 21 (21) - 0 0)

Other (1) =20% 0% 0% (918) = {918} {6) = {6}

(1) Other includes double-counted

SANOF]

All price increases have the potential to subject the organization to public scrutiny from payers, physicians and patients. ‘Any decision on price increases must be done with this understanding.
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Express Scripts (ESI)
Contraciing White Paper Lantus / AUVI-Q
2015/2016 Commercial Bid

This proposal is in response to the 2015 ESI Commercial RFP which is due to the customer on May 1™
Summary of Current Pgsition:

Lantus - Kelly Rhodus, SR. Director Contracting at ESI, has advised that Sanofi will need to be far more aggressive with
commercial than we have been in years past and that price protection for Lantus is an absolute minimum. She stated
that Novo, specifically Levemir, has changed the game with regard to rebates and that we will need to rebate
aggressively. ESI has stated that they want an exclusive basal insulin offer along with a 1 of 2 basal insulin offer to be
submitted for consideration. They have advised repeatedly that the competitive responses by the pharmaceutical
manufacturers will dictate the direction of negotiations going forward for 2015. We have received confirmation from
ESI that Novo is providing enhanced rebates effective July 1, 2014. We have not included an enhanced stand-alone 2014
rebate in our Walk-in offer. However, we do feel there is a high probability that this will be brought into the
negotiations at a later date.

nd additional Lantus rebates of 1.5% for the first six months of 2014 and
aadea an aaqitional 1.5 1or the secona six months of 2014. This offer was heavily debated by ESI. Ultimately, the offer
was rejected due to the announcement of the exclusion list formularies and an unwillingness of ESI to make any changes
after the announcement. Feedback from ESl is that it was highly unlikely that any change will occur until January 1, 2015
unless the offer is attractive enough.

Recommendation:
* Portfolio offer of Lantus and Auvi-Q to get Auvi-Q removed from Exclusions List as soon as possible
¢ Enhancement of Lantus terms to keep Lantus off Exclusions List for 2015+

ESI 2014-2015 Commercial Bid Proposal

! : ! ! : Walk In ! it : : i : i
Product Current July-September 2014 Qctober-December 2014 January-December 2015
Lantus Exclusions List 8% for 1 of 2 MNA +2% Auvi Q* 25%for L of 1+ 10% PP [ +2% Auvi-Q*
Other 8% for 10f2 NA +2% Auvi Q* 18% for 1 of 2 + 10% PP/+2% Auvi-Q*

Iy—Seplen‘ibet 2014 October-December 2014 January-December 2015
Lantus Exclusions List 8% for 1 of 2 NA 12% for 1of 2 / +3% Auvi Q* 47%For L of 1+ L0% PP/ +3% Auvi-Q*
Other 8% for 10f 2 NA 12% for 10f 2 / +3% Auwi Q* 27% for 1 of 2 + 10% PP/+3% Auwvi-Q*

roduct Current

Page 1 of 10
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ES| Offer LANTUS Commercial Financial Impact

2014 2015
Lantus Lantus
Gross Rebates Net Sales |Rebate for | Net Net Market Gross Rebates Net Sales Rebate for| Net Net Market
Sales ($M)|  ($M) _|Rebate (SM) _|AuviQ ($M)|Sales (SM) | TRx (units)| Share (%) | |Sales ($M)|  (SM) _|Rebate (%)] (M) _|AuviQ ($M)|Sales ($M)|TRx (units)| Share (%)
1531 116 7.6% 1,415 1,415 | 3392882 80% 1672 127 7.6% 1545 1545 | 3,508,296 80%
1531 | 16 ]  76% | 1415] | 14151 3392882]  80% || 783 ] o] 00%] 783 | I 783 | 1.642971]  37% |
1531 | 161 76% | 145K 8 | 21407 ] 3302882]  80% |[ 1813 ] 381 ] 210% ] 1432 ] 33 ] 1398 [3803455] < 87% |

3392882]  80% || 1815 ] 646 ] 356% ] 167 ] 50 ] 1117 | 3803455]  &7% |

531 ] 133 8im ] 1388 ] 2

rarfante to Base) B

2014 Budget Impact: Walk-In -58M /Max Guidance -528M

ESI Net Cost to Plan Financials

2015 ESI Lantus Net Cost To Plan Summary - WALK-IN OFFER

ESINetCost To Plan Analysis
Net Cost to Plan after Copay = Pharmacy Reimbursement + Pharmacy Dispensing Fee - Rebates - Copay
e Total Net Cost
To Plan after

Copay

Scenario

LantusiLevemir Co-

20% $1,357 $88 80% 45.0% $258 $22 20% $1,506
Preferred

$1,338 | 253

Levemir Preferred on
Exclusions List @ 65°

18% $865 $59 50% 60.4% $468 $55 S0% $1,219

St 2T%
$sin Millions Exclusion List Analog: 88%

2015 ESI Lantus Net Cost To Plan Summary - MAX GUIDANCE

ESI Net Cost To Plan Analysis
Net Cost to Plan after Copay = Pharmacy Reimbursement + Pharmacy Dispensing Fee - Rebates - Copay

Total Net Cost
To Planafter
Scenario Copay
LamaaLevemir:Cor 30% $1,190 s88 80% | 45.0% $258 522 20% $1,338 $1,170 | s253
Preferred /\
Lavamis Prefarred on 28% $770 $59 50% 60.4% $468 $55 50% $1,124 (s215) s757 | sass
Exclusions List @ 65% !
Lantus Preferred on
Exclusions List @ 57% 43% $1,067 $96 88% 41.3% $172 $15 12% $1,128 (s211) 4 $1,045 | s$169

$sin Millions Exclusion List Analog: 88% Yoo

If Levemir was to offer a 65% rebate, to keep the Net Cost To Plan unchanged, Lantus would need to offer a 57% rebate
for Exclusions List Business.
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Lantus Assumptions

| 2015 ESI Lantus Net Cost To Plan Assumptions - WALK-IN OFFER

Proposed

Levemir Preferred on Lantus Preferred on
CO-PREFERRED Exclusions List lusions List
Lives % of Market

Scenario (Miflions) | ‘Business TRXS . bate%: | | ¢
EXCLUSIONS LIST 32 43% 1871091 | 88% 20.0% 45.0% 0.0% 65.0% 27.0% 0.0%
CUSTOM HPs 30 40% 1754148 | 0% 20.0% 45.0% 20.0% 45.0% 20.0% 45.0%
OTHER EMPLOYERS 13 17% 760,131 0% 20.0% 45.0% 20.0% 45.0% 20.0% 45.0%
AGGEATE 75 100% 4 385370 38% 20.0% 45.0% 18.3% 60.4% 23.3% 41.3%

2015 ESI Lantus Net Cost To Plan Assumptions - MAX GUIDANCE

Lantus Preferred on Proposed
Levemir Preferred on Exclusions List (Levemir NCTP Lantus Preferred on
CO-PREFERRED Exclusions List Break Even) Exclusions List
Lives % of Market
Scenario (Millions) | Business TRxs Analog f:F Rebate X : ‘Rebate: ! R S i Rek
EXCLUSIONS LIST 32 43% 1,871,091 88% 30.0% 45.0% 0.0% 65.0% 57.0% 0.0% 50.0%
CUSTOM HPs 30 40% 1,754,148 0% 30.0% 45.0% 30.0% 45.0% 30.0% 45.0% 30.0%
OTHER EMPLOYERS 13 17% 760,131 0% 30.0% 45.0% 30.0% 45.0% 30.0% 45.0% 30.0%
AGGREGATE 75 100% 4385370] 38% 30.0% 45.0% 27.5% 60.4% 42.8% 41.3% 39.5% 41.3%
Market TRxs 4,385,370
Lantus Baseline Mkt % 80%
LantusWAC/RX $477
LevemirWAC/RX $524
Network Disc% 16%
Dispensing Fee/RX $1.75
CopayTier 2 $25
Copay Tier 3 $50

Based on Budgeted Pricing Actions: Vial 14.9% /Pen 9.9% July 2014, 2015: No Pricing Actions
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15|

Lantus Lantus
Rebale fol Rebate fo
huni g (M

2014 Budget Impact ex. Lantus Impact: Walk-In +$4-6M /Max Guidance +51-4M

ES| Net Cost to Plan Financials

2015 ESI AUVI-Q Net Cost To Plan Summary - WALK-IN OFFER

2015 ESI AUVI-Q Net Cost To Plan Summary - MAX GUIDANCE OFFER
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Auvi-Q Assumptions

Lantus Rebates $50M
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BACKUP

ES| Background
The completion of the Medco acquisition by Medco resulted in ESI becoming the largest US PBM. Significant steps were

executed by ESI during 2013 to fully merge all PBM operations onto a single platform and align 2014 formularies.

2014 2015
Lives Lives Change
(Millions ) (Millions ) | (Millions)
EXCLUSIONS LIST 22.5 32.0 9.5
CUSTOM HPs 30.0 30.0 0.0
OTHER EMPLOYERS 22.5 13.0 (9.5)
AGGREGATE 75.0 75.0 0.0

on the exclusions list on January 1, 2014.

Lantus Contracting History with ESI
Account Management and Contracting have worked closely together to maintain a 5% rebate for Commercial contracts
through 2012. Sanofi was notified by ESI that Lantus was positioned to be removed from formulary effective 2013.
Rebates were re-negotiated resulting in a 6% Lantus Vial & 9% Lantus SoloStar rebate (no price protection).

Lantus Overall Threat
The Commercial business is at additional threat due to competitive rebate pressures and changing formulary design as
well as Lantus pricing actions.
ESI has shared that Novo has been extremely aggressive the last few months and this has triggered the need to

L

revise our offer.

2014 as a result of being placed

o For 2014 ESI made Humalog exclusive in the RAIl category, moving Novolog to Not Covered and made
Byetta & Bydureon the only options in the GLP1 category, moving Victoza to Not Covered.
Comments during discussion with ESI confirmed that modeling has occurred and that the current contracted
offer will result in a Not Covered position for 2015. This is based on competitive offers by Novo and client plans
requesting exclusive offers for comparison.
They have shared that the basal category is under consideration for exclusion list status for 2015. This interest
in an exclusive offer is consistent with recent actions they have taken to reduce the number of branded options

available to patients.

Lantus price increases over the past two years have positioned Sanofi as a cost driver that has triggered
significant attention from ESI.

Auvi-Q Contracting History with ESI

Background Summary
Benefit Designs are becoming more restrictive with tighter controls

PBMis are looking to “not covered” products as an answer to co-pay cards

Migration to exclusion type formularies is increasing at an increasing rate

Where patients previously wanted choice, they are now more accustomed to switching products to reduce costs
Patients are looking for tighter formularies if it means out of pocket costs decrease.

PBMs are utilizing internal capabilities to drive formulary compliance

L
L ]
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o PBMs have demonstrated ability to dramatically impact market share with exclusion type formularies

ES| Formulary Offerings

ESl offers three similar formularies. The National Preferred, Basic, and High Performance formularies are all available for
commercial books of business. The National Preferred is the core formulary for ESI. It is a multi-tiered formulary except
for those categories that have been identified as exclusion categories. Non-formulary products that fall in the exclusion
therapeutic categories are not covered under the national preferred formulary. The Basic formulary is the same as the
National Preferred formulary without the exclusion categories. Products in categories that are exclusion categories in
the National Preferred formulary are covered at a 3" tier co-pay level under the Basic formulary. The High Performance
formulary is most restrictive and least utilized formulary.

Changing Formulary Design — Added Threat

Formulary offerings by ESI continue to evolve as a result of cost pressures and changing patient expectations. Patient
choice has historically been considered necessary for the PBM to be competitive. This thinking has dramatically changed
over the last year. ESI previously worked to provide a formulary design that would lower cost while providing the
greatest amount of patient choice. This allowed ESI to recommend low cost alternatives while giving the patient the
option of paying a greater percentage of cost if they chose non-formulary options. This resulted in patients paying a
higher co-pay for non-preferred products primarily through multi-tier benefit designs. Pharma manufacturers
responded to non-preferred access with the use of co-pay cards and coupons to help patient’s off-set higher cost non-
formulary products in commercial markets where patient choice resulted in a higher co-pay. The PBMs identified the
use of exclusion list formularies with non-formulary products being not covered as an option to address the challenges
with patient co-pay cards and coupons. ESI was concerned with how patients and physicians would react to such a
change and elected to monitor steps taken by Caremark as they implemented an exclusion list formulary in 2012. Not
only was there acceptance of these more restrictive steps, patients and employers welcomed the more restrictive
formularies. Patients and payers were willing to give up choice in return for having lower costs. ESI responded to their
client requests to reduce costs by bringing forward their own formulary with exclusion categories effective January
2014. ESI changed their National Preferred formulary effective January 1, 2014 to include 19 therapeutic categories as

exclusion categories resulting in 44 drugs immediately becoming not covered on formulary.
Formulary Compliance Controls and Cost

Non-formulary products are at an even greater risk as ESI has attempted to separate itself from other PBMs by applying
principles of behavioral science to implement programs that motivate patients to comply with formulary agents. ESI
claims to improve clinical outcomes, save money for clients, and also optimize its own revenues, as these programs drive
patients to generics and formulary agents and increase utilization of mail. ESI has conducted extensive research to
better understand where consumers get their drugs, which drugs they take, and whether they take them as prescribed.
The ES| approach—branded as Consumerology—operates from the premise that members’ behavior does not always
match their intention. Patients want to do the right thing {(which the PBM defines as using lower-cost generics, home
delivery, or other lower-cost pharmacies), but human nature makes them prone to inattention and inertia. £SIthen uses
advanced risk-prediction tool to identify members who are likely to be non-adherent to medications and target them for
interventions that support compliance with formulary agents.

The demonstrated impact on market share by changing to the exclusion formularies is dramatic for products with not
covered status. ESI shared this week that Victoza has dropped over 60%. m
_ESI has commented that they are not concCerned apout INCIUGINE a marke

leader as an excluded product. They shared that the precedent has already been set by JJJjjj and United and that
Lantus is no longer protected.
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LANTUS NET COST TO PLAN DETAILS

WALK-IN
2015 ESI Lantus Net Cost To Plan Summary - Detail by each Book of Business
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MAX GUIDANCE
2015 ESI Lantus Net Cost To Plan Summary - Detail by each Book of Business

AUVI-Q NET COST TO PLAN DETAILS
WALK-IN

2015 ESI Auvi-Q Net Cost To Plan Summary - Detail by each Book of Business
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MAX GUIDANCE

2015 ESI Auvi-Q Net Cost To Plan Summary - Detail by each Book of Business
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