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CHAPTER 5: IPR Management and
Commercialization

Unit V of BP603T - Intellectual Property Rights - 6 hours

5.1 Learning Objectives
By the end of this chapter, you will be able to:

1 Define IP management and commercialization and explain why a patent that is never used earns
nothing.

2 Describe the three standard approaches to valuing intellectual property — cost, market, and income
approaches — with a pharmacy example for each.

3 List and explain the main commercialization routes: licensing, assignment, spin-offs/startups, and
collaborative ventures.

4 Describe the process of technology transfer and the role of Technology Transfer Offices (TTOs) in
universities and research institutions.

5 Identify the essential elements of a licensing agreement: royalty, exclusivity, territory, term, and field
of use.

6 Explain IP infringement in simple terms and name the legal remedies available: injunction, damages,
and account of profits.

7 Discuss IP management practices in the Indian pharmaceutical industry using real case studies
(Natco-Bayer compulsory licence, Novartis Glivec case).

5.2 Definitions (in very simple words)

Intellectual Property (IP) — Ideas and creations of the human mind that the law protects, such as a new
drug formula, a brand name, or a research paper. The law gives the creator exclusive rights for a limited
time.

IP Management — The planned process of finding, protecting, and using your intellectual property so that
it gives maximum benefit to you or your company. Think of it as taking care of your garden of ideas.

IP Commercialization — Converting an intellectual property (like a patent on a new tablet formulation)
into money or real-world products. A patent sitting in a drawer earns nothing; commercialization makes
it earn.

IP Valuation — Estimating the money value of an intellectual property. Just as you can value a house in
rupees, you can value a patent in rupees.

Technology Transfer — The process of moving a technology (for example, a new drug manufacturing
process developed in a university lab) from the inventor to the industry so that it becomes a real product
in the market.
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Licensing — Giving permission to another person or company to use your IP for a payment, without
selling the ownership. Like renting out your house: the tenant can use it, but the house remains yours.

Assignment — Selling the ownership of your IP completely. Like selling your house: the buyer becomes

the new owner, and you no longer have rights over it.

Infringement — The unauthorized use of someone's IP. If you make and sell a medicine that is patented
by someone else without their permission, that is patent infringement. Like entering someone's house

without permission — it is illegal.

Royalty — The payment made by the licensee (the one who takes permission) to the licensor (the owner)
for using the IP. It is usually a percentage of the sales, for example, 5% of every tablet box sold.

5.3 Terminology You Must Know

Licensor

Licensee

Assignor
Assignee
Royalty

Exclusivity

Territory

Field of use

Term
Upfront payment

Milestone payment

Injunction

Damages

Account of profits

Technology Transfer Office (TTO)

Spin-off

Joint venture

Due diligence

The owner of the IP who gives permission (the landlord).

The person/company who takes permission and pays (the
tenant).

The person who sells the IP ownership (the seller).
The person who buys the IP ownership (the buyer).
Payment for using someone's IP, usually a % of sales.

Whether only one licensee gets the right (exclusive) or many
can get it (non-exclusive).

The geographical area where the licensee can use the IP (e.g.,
India only, or worldwide).

The specific purpose or industry for which the IP can be used
(e.g., only for human medicines, not animal medicines).

The time period for which the licence lasts (e.g., 5 years).
A lump-sum amount paid at the beginning of the licence.

Payment made when a particular stage is achieved (e.g., after
successful clinical trial).

A court order stopping someone from using your IP without
permission.

Money paid by the infringer as compensation for the loss
caused.

The infringer must hand over the profits earned by illegal use to
the IP owner.

An office in universities/research institutions that manages
patents and helps transfer technology to industry.

A new small company started to commercialize the research of
a university or institute.

Two or more companies coming together to start a new
business venture, sharing risks and profits.

Careful checking/investigation before signing an IP deal, to
confirm the IP is valid and truly owned by the other party.
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Freedom to Operate (FTO) Confirming that making your product will not infringe anyone
else's patent — checking the path is clear before you walk.

5.4 Detailed Explanation

5.4.1 What is IP Management? (Starting from Zero)

Concept. Getting a patent is only half the work. A patent is like a seed. If you keep the seed in a box,
nothing grows. IP management is the process of planting the seed, watering it, and harvesting the
fruit — that is, identifying your IP, protecting it properly, deciding how to use it, and finally earning from
it.

Simple explanation. Imagine a pharmacy student, Priya, who develops a new taste-masking formula for a
bitter paediatric syrup. She gets a patent. Now what?

+ Should she manufacture and sell the syrup herself? (She may not have money or a factory.)
* Should she allow a big company to make it and pay her? (Licensing.)
* Should she sell the patent fully? (Assignment.)

« Should she do nothing? (Then the patent earns zero and expires in 20 years.)

IP management is the decision-making process that answers these questions. It has four main stages:

STAGE 1 — Identify: Find out what IP you have. (Priya's formula = patent; her brand name = trademark;
her manufacturing know-how = trade secret.)

STAGE 2 — Protect: Get the right legal protection (file the patent, register the trademark, keep the secret
confidential).

STAGE 3 — Decide: Choose how to use it — make it yourself, license it, sell it, or keep it secret.

STAGE 4 — Monitor and Enforce: Watch the market. If someone copies your formula without permission,
take legal action (infringement remedies — see Section 5.4.6).

Example. A university lab discovers a new process to make a drug cheaper. The TTO identifies it, files
a patent, and then licenses it to two generic companies. The university earns royalty on every sale.

Key takeaway. A patent is not the goal; earning and benefit from the patent is the goal.
Management turns rights into revenue.

5.4.2 IP Valuation — "What is my patent worth?"

Concept. Before you can sell, license, or invest in an IP, you must know its price. IP valuation is the process
of estimating the money value of an intellectual property.

Simple explanation. Think of valuing a second-hand motorcycle. You might ask: (1) How much did it cost
to build? (2) At what price are similar motorcycles being sold? (3) How much money will it earn in the future
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(e.g., as a delivery bike)? These are exactly the three standard approaches used for IP valuation:

Approach 1 — Cost Approach
Concept. The IP is worth what it cost to create or replace it.

Simple explanation. If a company spent ¥50 lakh on research to develop a new tablet formulation, the
cost approach values the patent at approximately ¥50 lakh (adjusted for depreciation). It is like saying,
"The motorcycle cost ¥80,000 to build, so it is worth about ¥80,000."

When is it used? When the IP has no market yet — for example, an early-stage research molecule that
has not entered clinical trials.

Limitation. Cost does not equal value. A company may spend crores on a failed drug that is worth
nothing. Conversely, a lucky discovery costing very little may be worth crores.

r

Example. A research institute spent ¥30 lakh developing a new herbal extraction process. The cost
approach values this know-how at ¥30 lakh.

Key takeaway. Cost approach answers: "What did it cost to make?" — simple but does not capture
future earning power.

Approach 2 — Market Approach
Concept. The IP is worth what similar IPs have sold for in the market.

Simple explanation. If your neighbour sold a similar second-hand motorcycle for 60,000, yours is
probably worth about ¥60,000. Similarly, if a similar drug-delivery patent was licensed last year at a 6%
royalty rate, your similar patent can probably command around 6% too.

When is it used? When there are comparable deals in the market — similar patents, similar industries.

Limitation. Every patent is unique (that is the very definition of a patent!). Finding a truly similar deal is
difficult, especially for new pharmaceutical technologies.

r

Example. A patent for a sustained-release tablet technology was licensed by Company X at ¥2 crore
upfront plus 5% royalty. Company Y's similar technology is valued using this as a benchmark.

Key takeaway. Market approach answers: "What did similar IPs sell for?" — realistic, but truly
similar deals are hard to find.

Approach 3 — Income Approach

Concept. The IP is worth the future money it will earn, brought back to today's value (discounted cash
flow).

Pills & Python - Pharmacy * Data ¢ Al « Healthcare - Instagram @pillsandpython - pillsandpython.com - YouTube @PillsAndPython 5



BP603T - UNITV CHAPTER 5

Simple explanation. If a patented medicine is expected to earn 10 crore per year for 10 years, its value
today is the total of those future earnings, reduced a little each year because "money today is worth more
than money tomorrow" (this reduction is called discounting).

When is it used? When the IP has a clear future income path — for example, a patented drug already in
the market or about to launch.

Limitation. It depends on predictions of future sales, which can be wrong (a competitor may launch a
better drug).

Example. A patented anti-diabetic drug formulation is expected to generate ¥5 crore per year in

royalty income for 8 years. The income approach values the patent by adding up these future
royalties after discounting them to today's value.

Key takeaway. Income approach answers: "How much money will this IP earn in the future?" —
the most logical for pharma, but depends on forecasts.

Summary Table — The Three Valuation Approaches

Cost What did it cost to create? Early-stage research, no Cost value
market yet
Market What did similar IPs sell for? Similar deals exist Truly similar deals are rare
Income What future money will it Clear sales/royalty forecast Depends on predictions
earn?

Exam tip: Remember the three approaches with the mnemonic CMI — "Cost, Market, Income" or think
"Past (cost), Present (market), Future (income)".

5.4.3 Strategies for Commercialization of IP

Concept. Once you own valuable IP, there are several routes to convert it into money and products.
Choosing the right route is the commercialization strategy.

Simple explanation. You own a mango orchard (your patent). You can: (a) sell the mangoes yourself, (b)
let someone else pick and sell them while you take a share, (c) sell the whole orchard, or (d) start a juice
factory with a partner. Each is a commercialization strategy.

Route 1 — Self-commercialization (make and sell yourself)
The IP owner manufactures and markets the product directly.

« Example: Allarge pharma company like Sun Pharma develops a new drug, patents it, manufactures it,
and sells it under its own brand.

« Advantage: Full profit stays with you.
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Disadvantage: Needs huge money, factories, and marketing teams — difficult for small inventors and
universities.

Route 2 — Licensing (give permission, keep ownership)

The IP owner gives another company permission to use the IP in exchange for payments (upfront fee +
royalty), while ownership stays with the owner.

Example: A university patents a new drug-delivery technology and licenses it to Cipla. Cipla
manufactures and sells; the university earns 5% royalty on sales.

Advantage: Earn money without building factories; the licensee takes the manufacturing risk.

Disadvantage: You earn only a share, not the full profit.

Route 3 — Assignment (sell the ownership fully)

The IP owner sells the patent completely to another party for a lump sum.

Example: A small research company discovers a promising molecule but cannot afford clinical trials. It
sells (assigns) the patent to a large pharma company for 320 crore.

Advantage: Immediate full money; no future risk.

Disadvantage: You lose all future earnings — if the drug becomes a blockbuster, you get nothing more.

Route 4 — Spin-off / Startup

The inventors start a new company to develop and sell the product based on their own IP.

Example: Professors at an institute develop a novel wound-healing formulation, form a startup, and the
institute licenses its patent to the startup.

Advantage: Inventors stay in control; high reward if successful.

Disadvantage: High risk; needs funding and business skills.

Route 5 — Collaborative ventures / Joint ventures

Two or more organizations work together, combining IP, money, and skills.

Example: An Indian company with a patented formulation partners with a foreign company having
global marketing reach. Both share investment, risks, and profits.

Advantage: Combines strengths; shares risk.

Disadvantage: Sharing profits and control; possible disagreements.

Summary Table — Commercialization Routes
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Self-commercialization Stays with you Full profit (full risk) Large companies

Licensing Stays with you Royalty + upfront fee Universities, small inventors

Assignment Transferred to buyer One-time lump sum When you need instant money

Spin-off / Startup With new company Future profits (high risk) Researcher-entrepreneurs

Joint venture Shared Shared profit, shared risk Combining complementary
strengths

Key takeaway. There is no single best route — the choice depends on your money, risk capacity,
and goals. Universities mostly use licensing; big companies mostly self-commercialize.

5.4.4 Technology Transfer — From Lab to Market

Concept. Technology transfer is the bridge between the laboratory and the marketplace. Research
creates knowledge; technology transfer converts that knowledge into products people can buy.

Simple explanation. A scientist in a CSIR laboratory discovers a cheaper way to manufacture an
important medicine. The discovery is published in a journal — but journals do not make tablets.
Technology transfer is the process of handing over this technology to a company that will manufacture
and sell the medicine, usually through licensing.

The typical technology transfer process (step by step):

STEP 1 — Disclosure: The inventor informs the institution's Technology Transfer Office (TTO) about the
invention ("I have invented X").

STEP 2 — Evaluation: The TTO checks: Is it new? Is it patentable? Will companies want it? (Due diligence.)
STEP 3 — Protection: If promising, the TTO files a patent application to protect it.

STEP 4 — Marketing: The TTO finds interested companies — through exhibitions, industry contacts, and
databases.

STEP 5 — Negotiation: The institution and the company negotiate the deal — royalty rate, upfront
payment, exclusivity, territory.

STEP 6 — Agreement: A licensing agreement is signed.

STEP 7 — Transfer of know-how: The inventor trains the company's scientists — because a patent
document alone is often not enough; the practical "how-to" knowledge (know-how) must also be
transferred.

STEP 8 — Monitoring: The TTO monitors royalty payments and ensures the company actually develops
the product.

TEXTUAL FLOWCHART — Technology Transfer Process:
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INVENTOR (lab discovery)
I
%
[1] DISCLOSURE to Technology Transfer Office (TTO)
I
%
[2] EVALUATION — Is it new? Patentable? Marketable?
I
L R r
| I
YES NO - (publish freely / keep as know-how)
|
%
[3]1 PROTECTION — File patent application
I
%
[4] MARKETING — Find interested companies
I
%
[5]1 NEGOTIATION — Royalty, exclusivity, territory
I
%
[6] AGREEMENT — Sign the licensing agreement
I

\

[7]1 KNOW-HOW TRANSFER — Train company scientists
I
%
[8] MONITORING — Track royalties and progress
|
%
PRODUCT IN THE MARKET - Patients benefit, inventor & institute earn

Role of Technology Transfer Offices (TTOs):

ATTO is a dedicated office inside universities and research institutions (such as CSIR labs, IITs, and
pharmacy colleges with research programs) that:

* Receives invention disclosures from researchers.
+ Files and manages patents.
« Finds industry partners and negotiates licences.

+ Distributes royalty income between the inventor, the department, and the institution (as per the
institution's IP policy).

* Prevents the loss of valuable research (stops inventions from simply being published and then used
freely by foreign companies without any benefit to India).

Analogy. The TTO is like a marriage bureau for technologies — it matches a lonely invention (the
bride/groom) with a suitable company (the partner) so both benefit.

Key takeaway. Technology transfer converts research into real products; the TTO is the
professional manager of this journey.

5.4.5 Licensing Agreements — The Heart of Commercialization
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Concept. A licensing agreement is a written legal contract between the IP owner (licensor) and the user
(licensee), giving permission to use the IP under agreed conditions.

Simple explanation. It is like a rental agreement for a house, but instead of a house, the property is a
patent, trademark, or know-how. Just as a rental agreement states the rent, duration, and rules, a
licensing agreement states the royalty, term, and conditions.

Essential elements of a licensing agreement (every exam asks this!):
1. Parties (Licensor and Licensee): Clearly names who owns the IP and who is taking permission.

2. Subject matter / Licensed IP: Exactly which patent, trademark, or know-how is being licensed (patent
numbers, titles).

3. Grant of rights — Exclusivity:

+ Exclusive licence: Only ONE licensee gets the right; even the owner cannot give it to others (and
sometimes cannot use it himself). Example: Only Cipla can make the drug in India.

+ Non-exclusive licence: The owner can give the same right to MANY licensees. Example: Five
companies can all manufacture the formulation.

+ Sole licence: Only one licensee, but the owner can also use it himself.

4. Territory: The geographical area covered. Example: "India only" or "worldwide" or "South-East Asia". A
licensee for India cannot sell in the USA unless allowed.

5. Field of use: The specific purpose allowed. Example: The technology may be used for human medicines
but not for veterinary medicines or cosmetics.

6. Term (duration): How long the licence lasts. Example: 10 years, or until the patent expires.

7. Financial terms:

+ Upfront (lump-sum) payment: Paid at signing.

« Royalty: Usually a percentage of net sales (commonly 3-10% in pharma, though rates vary widely).

* Milestone payments: Paid when stages are achieved (e.g., ¥50 lakh after Phase II clinical trial
success).

* Minimum annual royalty: A guaranteed minimum payment even if sales are low.

8. Sublicensing: Whether the licensee can further give permission to others.

9. Improvements: Who owns improvements made by the licensee during the licence period.

10. Confidentiality: Both sides must keep secret information secret.

11. Termination: Conditions under which the agreement can be ended (e.g., non-payment of royalty).

12. Dispute resolution: How fights will be settled — negotiation, arbitration, or courts, and in which
country.

TEXTUAL DIAGRAM — Anatomy of a Licensing Agreement:
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| LICENSING AGREEMENT |

WHO: Licensor (owner) <--> Licensee (user)|

WHAT : Patent No. (the licensed IP) |
WHERE : Territory (e.g., India) |

FOR WHAT: Field of use (e.g., human medicines) |
HOW LONG: Term (e.g., 10 years) |
HOW MUCH: Upfront + Royalty % + Milestones |
EXCLUSIVE or NON-EXCLUSIVE? |
RULES: Confidentiality, improvements, |
sublicensing, termination, disputes |

Owner keeps OWNERSHIP; user gets PERMISSION

Example. University U patents a novel fast-dissolving tablet technology. It signs a licensing
agreement with Pharma Company P: exclusive licence, territory = India, field = human
pharmaceuticals, term = 12 years, upfront = ¥25 lakh, royalty = 6% of net sales, milestone = ¥40 lakh
on launch. Company P manufactures and sells; University U earns without building a factory.

Key takeaway. A licensing agreement must clearly answer who, what, where, for what, how long,
how much, and under what rules — ambiguity causes disputes.

5.4.6 IP Infringement and Legal Remedies

Concept. Infringement is the unauthorized use of someone's intellectual property. The law provides
remedies — actions the IP owner can take to stop the infringer and get compensation.

Simple explanation. If someone enters your house without permission, it is trespassing, and you can call
the police. Similarly, if someone makes, uses, or sells your patented medicine without your permission, it
is patent infringement, and you can go to court. The court can then: (1) order them to stop (injunction),
(2) order them to pay you money (damages), or (3) order them to hand over the profits they made
illegally (account of profits).

Types of infringement (pharma focus):

+ Patent infringement: Making, using, selling, or importing a patented product or process without
permission. Example: Manufacturing a patented drug formulation without a licence.

+ Trademark infringement: Using a brand name or logo confusingly similar to a registered trademark.

Example: Selling cough syrup under a name deceptively similar to a famous brand like "Benadryl".

+ Copyright infringement: Copying protected work without permission. Example: Photocopying and
selling an entire textbook, or copying software used in drug design.

+ Trade secret misappropriation: Stealing confidential information. Example: An employee leaks a
company's secret manufacturing process to a competitor.

How does the IP owner find out? Through market monitoring — watching competitors' products,
advertisements, and patent filings — and through whistle-blowers and routine vigilance.

Pills & Python - Pharmacy * Data ¢ Al « Healthcare - Instagram @pillsandpython - pillsandpython.com - YouTube @PillsAndPython

CHAPTER 5

1



BP603T - UNITV CHAPTER 5

TEXTUAL FLOWCHART — From Infringement to Remedy:

IP OWNER discovers suspected infringement
I
v
[1] GATHER EVIDENCE — buy the infringing product,
get lab test reports, collect advertisements
I
v
[2] LEGAL NOTICE — warn the infringer to stop
("cease and desist" letter)
I
v
[3]1 NEGOTIATION — infringer may agree to stop
or take a licence (pay royalty)
I

C S ST

I
Settled NOT settled

I I
v v
END [4] FILE A CASE IN COURT
I
v
[5] COURT GRANTS REMEDIES:
- Injunction (STOP order)
- Damages (MONEY compensation)

- Account of profits (HAND OVER illegal profits)

The three main legal remedies (in detail):
1. Injunction (the "STOP" order)

«  Concept: A court order directing the infringer to stop making, selling, or using the infringing product
immediately.

« Simple explanation: Like a traffic policeman raising his hand and saying "STOP" — the infringer must
halt at once.

« Types: Temporary injunction (immediate, short-term stop during the trial) and permanent
injunction (final stop after the trial ends).

*  Example: A court orders Company X to immediately stop manufacturing tablets using Company Y's
patented process.

2. Damages (the "PAY" order)
« Concept: Money compensation paid by the infringer to the IP owner for the loss suffered.

+ Simple explanation: If the infringer's illegal sales caused you a loss of ¥1 crore, the court can order the
infringer to pay you ¥1 crore (the amount is decided based on evidence).

+  Example: A generic company illegally sold a patented medicine for two years; the court orders it to pay
damages to the patent holder for lost profits.

3. Account of Profits (the "HAND OVER" order)

Concept: The infringer must hand over the actual profits earned from the illegal use to the IP owner.
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Simple explanation: If a thief stole your mangoes and sold them for ¥50,000, the court makes him give
that ¥50,000 to you.

Note: Generally, the IP owner must choose between claiming damages OR account of profits, not
both together.

Other supporting remedies:

Seizure/destruction of infringing goods: The court can order infringing medicines to be seized or
destroyed.

Legal costs: The losing party may have to pay the winner's court expenses.

Key takeaway. If someone misuses your IP: stop them (injunction), make them pay for your loss
(damages), or take away their illegal profit (account of profits).

5.4.7 IP Management Practices in the Pharmaceutical Industry + Case Studies

Concept. Pharmaceutical companies manage IP as a core business strategy, not just a legal formality,
because developing one new drug costs enormous time and money, and the patent is the only shield that
lets the company recover that investment.

Simple explanation. A pharma company spends years and crores developing a new medicine. The
20-year patent is like a protective wall around that investment. IP management in pharma means:
building strong patent walls (called patent portfolios), watching competitors, licensing wisely, and fighting
infringement — all illustrated by real Indian cases below.

Common IP management practices in pharma:

1

Building patent portfolios (patent thickets/fences): Filing many related patents around one drug —
the main compound, formulations, manufacturing processes, new uses — so competitors find it very
hard to copy. Like building not one wall but several walls around a fort.

Patent landscaping and competitor watch: Continuously studying competitors' patents to avoid
infringement and spot opportunities (Freedom to Operate analysis).

Strategic licensing and cross-licensing: Licensing out non-core technologies for royalty income;
cross-licensing (two companies permitting each other to use their patents) to avoid blocking each
other.

Life-cycle management (evergreening vs. genuine innovation): Filing patents on improved
versions (new salt forms, new dosage forms) near patent expiry to extend market protection. Note:
Indian law (Section 3(d) of the Patents Act, 1970, as per latest amendments) restricts patents on mere
new forms of known substances unless they show significantly enhanced efficacy — this was the heart
of the Novartis Glivec case below.

Defensive publication: Sometimes publishing an invention instead of patenting it, so that nobody
else can patent it either (creates "prior art").

Trade secret protection: Keeping manufacturing know-how secret rather than patenting it, when
secrecy is more valuable (e.g., complex biotech processes).
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1 Enforcement and anti-counterfeit action: Raids and court cases against duplicate/spurious drugs,
protecting both the company and patients.

CASE STUDY 1 — Natco vs. Bayer: India's First Compulsory Licence (2012)

+ Background (simple): Bayer, a multinational company, held an Indian patent on sorafenib (brand
name Nexavar), a medicine used for liver and kidney cancer. Bayer's price in India was extremely high
— reportedly around ¥2.8 lakh per month — putting it out of reach for most Indian patients.

+  What happened: Natco, an Indian generic company, applied to the Controller General of Patents for a
compulsory licence under the Indian Patents Act — a legal provision that allows the government to
permit a company to make a patented drug without the patent owner's permission, in the public
interest, on payment of royalty.

+ The decision: In 2012, the compulsory licence was granted — the first ever in India. Natco was
allowed to manufacture and sell sorafenib at a much lower price (reportedly around ¥8,800 per
month), while paying a royalty to Bayer (the royalty rate was fixed by the authorities and later adjusted
on appeal, as per the legal record).

«  Why it matters for IP management: This case showed the world that patents are rights with
responsibilities — if a life-saving medicine is priced beyond the reach of patients, the law provides a
balance through compulsory licensing. For pharma IP managers, the lesson is: pricing and access
strategies are part of IP strategy; ignoring patients' access can invite compulsory licensing.

+ Key takeaway: Patent rights are not absolute — public health can override them through
compulsory licensing in deserving cases.

CASE STUDY 2 — Novartis vs. Union of India: The Glivec Case (2013)

+ Background (simple): Novartis sought an Indian patent for the beta-crystalline form of imatinib
mesylate (brand name Glivec/Gleevec), a breakthrough blood-cancer medicine. The base compound's
patent story in India was complicated by India's pre-2005 patent regime (when India granted only
process patents for medicines, not product patents).

+ What happened: The patent application was rejected, and Novartis challenged the rejection all the
way to the Supreme Court of India. The central legal question was Section 3(d) of the Indian Patents
Act, which says that a mere new form of a known substance is not patentable unless it shows
significantly enhanced efficacy.

+ The decision (2013): The Supreme Court upheld the rejection — the beta-crystalline form did not
demonstrate the required enhanced therapeutic efficacy over the known substance, so no patent was
granted.

«  Why it matters for IP management: This landmark judgment drew a clear line against
"evergreening" — the practice of extending patent protection through minor modifications. Pharma
IP managers learned that in India, only genuine, efficacy-enhancing innovation gets patent
protection; minor tweaks will not pass Section 3(d).
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+ Key takeaway: In India, a new form of an old drug must prove real therapeutic improvement —
otherwise, no patent.

CASE STUDY 3 — Access to HIV/AIDS Medicines (framed generically)

+ Background (simple): In the 1990s-2000s, patented antiretroviral medicines for HIV/AIDS were priced
far beyond the reach of patients in developing countries, while Indian generic companies could
manufacture the same medicines at a fraction of the cost.

+  What happened (generic framing): Indian generic manufacturers supplied affordable versions of HIV
medicines to India and to many African and Asian countries, dramatically bringing down treatment
costs worldwide. International debates around patents and public health — including the Doha
Declaration on TRIPS and Public Health — supported the principle that patent rules must allow
countries to protect public health.

+  Why it matters for IP management: This episode established India's role as the "pharmacy of the
developing world" and showed that IP management in pharma must balance innovation incentives
with public-health access. It also demonstrated the commercial power of generic strategies built on
careful patent analysis (making medicines where patents had expired, were not filed, or were lawfully
worked around).

+ Key takeaway: Smart IP management includes knowing where patents do and do not block you —
lawful generic competition saves lives and is big business.

Lessons for IP managers (from all three cases):

Price life-saving drugs accessibly, or face compulsory licensing  Natco-Bayer
Only genuine innovation passes India's patent bar (Section 3(d)) Novartis-Glivec

Patent expiry and geography create lawful generic HIV medicines
opportunities

Litigation outcomes shape company IP strategy for decades All three

5.5 Classifications at a Glance

Classification 1 — IP Valuation Approaches: Cost approach | Market approach | Income approach (see
Table in 5.4.2).

Classification 2 — Commercialization Routes: Self-commercialization | Licensing | Assignment |
Spin-off/Startup | Collaborative/Joint venture (see Table in 5.4.3).

Classification 3 — Licence Types (by exclusivity): Exclusive licence | Sole licence | Non-exclusive licence.

Classification 4 — Legal Remedies for Infringement: Injunction (stop) | Damages (pay for loss) |
Account of profits (hand over illegal profit).
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Classification 5 — Technology Transfer Models: Licensing to existing companies | Spin-off creation |

Joint ventures | Assignment of technology.

5.6 Textual Diagrams
DIAGRAM 1 — The IP Management Cycle:

IDENTIFY
(find your IP)
I
v
PROTECT ----- > (patent / trademark /
(file rights) trade secret)
I
v
DECIDE & USE
(make / license / sell /
keep secret)
I
v
MONITOR & ENFORCE
(watch market, act against
infringement)
I
v
EARN & REINVEST
(royalty/profit funds
new research)

+------ > back to IDENTIFY (new IP created)

DIAGRAM 2 — Licensing vs. Assignment (Ownership):

LICENSING (renting the house) ASSIGNMENT (selling the house)

Owner: LICENSOR (keeps ownership) Seller: ASSIGNOR (gives up ownership)
User: LICENSEE (gets permission) Buyer: ASSIGNEE (becomes new owner)
Payment: royalty over time Payment: one-time lump sum

Owner can license to others Seller has no further rights

(if non-exclusive)

DIAGRAM 3 — Money Flow in a Licensing Deal:

PHARMA COMPANY (Licensee) UNIVERSITY (Licensor)

| manufactures & sells [
| patented medicine |
v v

SALES REVENUE ---- royalty % ----> ROYALTY INCOME
(e.g., Rs.100 crore) (e.g., 6%) (e.g., Rs.6 crore)
| I
v v
Company keeps profit Shared: inventor + dept + institute
after royalty (as per institute IP policy)

5.7 Flowcharts
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FLOWCHART 1 — Choosing a Commercialization Route (decision path):

You own a valuable patent. START HERE
I

v
Do you have money + factory + marketing team?
I I
YES NO
I I
v v

SELF-COMMERCIALIZE Do you want to keep ownership?
(make and sell yourself) | |

YES NO

I I

v %
LICENSE IT ASSIGN (sell) IT
(earn royalty, keep (one-time money,
ownership) lose ownership)

Do you want to start your own company?
| (needs funding + risk appetite)
YES --> SPIN-OFF / STARTUP
NO --> JOINT VENTURE with a partner

FLOWCHART 2 — Handling Suspected Infringement: (see the step-by-step flowchart in Section 5.4.6:
Evidence Legal notice Negotiation Court Remedies.)

5.8 Infographic Concept Box

INFOGRAPHIC: "From Lab Bench to Medicine Shop" — The IP Commercialization Journey

LAB — Scientist discovers a new drug formula DISCLOSE — Invention reported to the
Technology Transfer Office  PROTECT — Patent filed (ownership secured for up to 20 years)
VALUE — Patent valued using Cost / Market / Income approach DEAL — Licensing agreement
signed (royalty + territory + term fixed) TRANSFER — Know-how training given to the company

MARKET — Medicine manufactured and sold to patients EARN — Royalty flows back to

inventor and institute  GUARD — Market watched; infringers face injunction, damages, account
of profits

One-line message: An idea becomes a medicine — and money — only when IP is managed, not just
patented.

5.9 Tables (Quick-Reference)

Table 1 — Licensing Agreement Essentials (exam favourite):

Parties

Licensor (owner) and Licensee (user) University U Company P
Licensed IP Exact patent/know-how covered Patent No. IN
Exclusivity Exclusive / sole / non-exclusive Exclusive for India
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Territory Geographical area India only

Field of use Permitted purpose Human medicines

Term Duration 12 years

Upfront payment Lump sum at signing ¥25 lakh

Royalty % of sales 6% of net sales

Milestones Stage-based payments %40 lakh on product launch
Sublicensing Can licensee re-license? Yes/No as agreed
Termination When the deal can end Non-payment of royalty
Disputes How fights are settled Arbitration in New Delhi

Table 2 — Infringement vs. Remedy:

Someone makes/sells your patented drug without permission Injunction — stop immediately

You lost sales/profit because of the infringement Damages — money compensation for your loss
The infringer earned profit illegally Account of profits — hand over the illegal profit
Infringing medicines are in the market Seizure/destruction of infringing goods

Table 3 — Key Indian Case Studies:

Natco vs. Bayer 2012 Compulsory licence for  Licence granted to Public health can
(sorafenib/Nexavar) costly cancer drug Natco; affordable drug  override patent rights
with royalty to Bayer

Novartis vs. Union of 2013 Patent for Supreme Court rejected Only genuine
India (Glivec) beta-crystalline form; the patent efficacy-enhancing
Section 3(d) innovation is patentable
Affordable HIV 1990s-2000s (generic Patented HIV drugs Indian generics Lawful generic strategy
medicines framing) unaffordable supplied the world + access balance
cheaply

5.10 Examples (One per Major Concept)

1 IP management: Priya patents a taste-masking syrup formula, then licenses it to a company instead
of letting the patent sit unused — the patent starts earning royalty.

2 Cost approach: T30 lakh spent developing a herbal extraction process valued at ~¥30 lakh.

3 Market approach: A similar tablet-technology patent licensed at 5% royalty your similar patent
benchmarked near 5%.

4 Income approach: A patented formulation expected to earn ¥5 crore/year for 8 years valued on
those discounted future earnings.

5 Licensing: University licenses drug-delivery patent to Cipla; university keeps ownership, earns 6%
royalty.
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Assignment: A small lab sells its molecule patent fully to a big company for ¥20 crore — no future
claims.

Spin-off: Professors form a startup to sell their wound-healing formulation.
Joint venture: Indian + foreign company combine formulation IP and marketing reach.

Technology transfer: CSIR lab's cheaper manufacturing process transferred to a generic company
through the TTO.

10 Injunction: Court orders Company X to stop making tablets with Company Y's patented process.

11 Damages: Infringer ordered to pay %1 crore for the patent holder's lost profits.

12 Account of profits: Infringer ordered to hand over ¥50 lakh earned illegally.

5.11 Analogies (to Remember Forever)

1

2

Patent without commercialization = seed in a box. It only grows when planted (managed and used).

Licensing = renting a house. The tenant (licensee) uses it and pays rent (royalty); the landlord
(licensor) still owns it.

Assignment = selling a house. The buyer (assignee) becomes the full owner; the seller walks away.
TTO = marriage bureau for technologies. It matches a lonely invention with a suitable company.

Valuation approaches = valuing a motorcycle. Cost = what it cost to build; Market = what similar
bikes sold for; Income = what it will earn as a delivery bike.

Injunction = traffic policeman's raised hand. STOP — immediately.

Patent portfolio = multiple walls around a fort. One wall can be breached; many walls protect the
treasure (the drug).

Royalty = share of the harvest. The landowner (inventor) gets a fixed share of every crop (sales).

5.12 Pharmacy Relevance — "Why Should a Pharmacist Study This?"

1

You may invent: As a formulation scientist, you might develop a new drug-delivery system — you
must know how to protect and earn from it.

You may work in industry: Pharma companies hire pharmacists in IP departments for patent
searching, drafting, and licensing work — a well-paid career path.

You serve patients: Understanding compulsory licensing and generic strategies explains why
medicines become affordable — directly linked to patient care.

You may join a startup: Pharmacy startups need founders who understand licensing agreements,
royalties, and technology transfer.

You avoid legal trouble: Knowing what infringement is keeps you and your future company safe from
costly court cases.
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5.13 India Context

+ India's generic industry grew strong partly because, before 2005, India granted only process patents
(not product patents) for medicines — allowing Indian companies to master reverse-engineering and
affordable manufacturing.

+ Section 3(d) of the Indian Patents Act, 1970 (as per latest amendments) blocks evergreening — upheld
in the Novartis Glivec judgment (2013).

« Compulsory licensing provisions exist in Indian law for public-health emergencies and unaffordable
pricing — used for the first time in the Natco-Bayer case (2012).

+ Government push: India's National IPR Policy encourages IP creation, commercialization, and
technology transfer from public-funded research to industry; institutions are encouraged to set up IP
cells/TTOs and share royalty with inventors.

«  "Pharmacy of the world": India's lawful generic manufacturing supplies affordable medicines
globally — built on careful IP management (knowing exactly where patents block and where they
don't).

5.14 Key Points (Must Memorize)

1 IP management = identify protect decide/use monitor/enforce earn.
2 Three valuation approaches: Cost, Market, Income (past, present, future).

Five commercialization routes: self-commercialization, licensing, assignment, spin-off, joint venture.

A W

Licensing = permission WITHOUT ownership transfer; Assignment = FULL ownership transfer.

5 TTO manages university inventions: disclosure evaluation protection marketing negotiation
agreement know-how transfer monitoring.

6 Licensing agreement essentials: parties, IP, exclusivity, territory, field of use, term, upfront, royalty,
milestones, sublicensing, termination, disputes.

7 Three legal remedies: Injunction (stop), Damages (pay for loss), Account of profits (hand over
illegal profit) — generally damages OR account of profits, not both.

8 Natco-Bayer (2012): first compulsory licence in India — public health over patent pricing.
9 Novartis-Glivec (2013): Section 3(d) — new forms need significantly enhanced efficacy.

10 Indian pharma IP strategy: patent portfolios, licensing, life-cycle management within Section 3(d), and
lawful generic competition.

5.15 Common Confusions (Don't Mix These Up!)
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Licensing vs. Assignment Licensing = rent (ownership stays); Assignment = sale
(ownership goes).

Royalty vs. Upfront payment Upfront = one-time payment at signing; Royalty = ongoing % of
sales.

Exclusive vs. Non-exclusive licence Exclusive = only one licensee; Non-exclusive = many licensees
allowed.

Damages vs. Account of profits Damages = compensate YOUR loss; Account of profits = take

away THEIR illegal gain. Generally claim one, not both.

Injunction vs. Damages Injunction = STOP order (no money); Damages = PAY order
(money).
Technology transfer vs. Licensing Licensing is one tool of technology transfer; transfer also

includes know-how training and hand-holding.

Valuation vs. Pricing Valuation = estimating worth (before the deal); Pricing = the final
agreed amount (after negotiation).

Compulsory licence vs. Voluntary licence Voluntary = owner willingly gives permission; Compulsory =
government permits use without owner's consent, in public
interest, with royalty.

5.16 Common Mistakes (Students Lose Marks Here)

1 Writing "licensing transfers ownership"” — WRONG. Licensing gives only permission; ownership
stays with the licensor. Ownership transfer = assignment.

2 Listing only one or two valuation approaches — there are THREE: cost, market, income. Write all
three with one line each.

3 Confusing royalty with lump sum — royalty is recurring (% of sales); lump sum/upfront is one-time.

4 Forgetting territory and field of use in licensing agreement essentials — examiners specifically look
for these.

5 Claiming damages AND account of profits together — generally a party elects ONE of the two.

6 Wrong case facts — Natco-Bayer is about compulsory licensing (2012); Novartis-Glivec is about Section
3(d)/evergreening (2013). Don't swap them.

7 Saying "patent gives the right to make the product” — a patent gives the right to exclude others;
you may still need others' permissions (e.g., drug regulatory approval) to actually sell a medicine.

8 Ignoring the TTO's role — in technology transfer questions, the Technology Transfer Office is the key
institutional player; don't skip it.

5.17 Mnemonics

1 Valuation approaches — "CMI" (Cost, Market, Income) "Calculate My Income": Past cost, present
market, future income.

Pills & Python - Pharmacy * Data * Al » Healthcare - Instagram @pillsandpython - pillsandpython.com - YouTube @PillsAndPython 21



BP603T - UNITV CHAPTER 5

Commercialization routes — "LASS-J": Licensing, Assignment, Self-commercialization, Spin-off, Joint
venture "Let All Smart Scientists Join ventures."

Licensing agreement essentials — "PET-UTR": Parties, Exclusivity, Territory, Upfront+royalty, Term,
field of use, Rules (termination/disputes) "PET the UTmost caRe" — cover who, where, how long, how
much.

Remedies — "IDA" (Injunction, Damages, Account of profits) "In Danger, Act": Stop them, make
them pay, take their profit.

Tech transfer steps — "DEV-PM NAK M": Disclosure, Evaluation, Protection, Marketing, Negotiation,
Agreement, Know-how transfer, Monitoring "Developers Never Make Agreements Knowingly Missing
(steps).”

5.18 Exam Summary (Read This the Night Before)

IP management turns patents into money: identify protect use monitor earn.
Valuation: Cost (what it cost), Market (what similar sold for), Income (future earnings discounted).

Commercialization: make it yourself, license it (keep ownership, earn royalty), assign it (sell fully),
spin-off startup, or joint venture.

Technology transfer: lab TTO patent find company negotiate sign train monitor
product in market.

Licensing agreement must state: parties, IP, exclusivity, territory, field of use, term, money
(upfront/royalty/milestones), and rules (termination, disputes).

Infringement = unauthorized use. Remedies: injunction (stop), damages (pay for loss), account of
profits (hand over illegal gain).

Natco-Bayer (2012): first compulsory licence — costly cancer drug made affordable.

Novartis-Glivec (2013): Section 3(d) — no patent for a new form without significantly enhanced
efficacy; anti-evergreening.

Indian pharma: patent portfolios, strategic licensing, life-cycle management within the law, and
lawful generics = "pharmacy of the world."

5.19 One-Minute Revision

A patent earns nothing until managed. Value it three ways — Cost, Market, Income. Sell its benefits
five ways — make, license, assign, spin-off, joint venture. Move lab ideas to industry through
technology transfer run by the TTO. Write licences with who, what, where, how long, how much.
Punish copiers with injunction, damages, account of profits. Remember Natco-Bayer (2012) =
compulsory licence for patients, and Glivec (2013) = no evergreening without real efficacy. That's
Unit V.
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5.20 Exam Questions

A. Short-Answer Questions (2-5 marks)

1 Define IP commercialization in one sentence.

2 What s IP valuation? Name the three standard approaches.

3 Distinguish between licensing and assignment (two points).

4 What is a Technology Transfer Office (TTO)? State any two of its functions.

5 Define royalty. How is it usually calculated?

6 What is meant by "territory" and "field of use" in a licensing agreement?

7 Define patent infringement with one pharmacy example.

8 Name the three main legal remedies available for IP infringement.

9 Whatis an injunction? Distinguish between temporary and permanent injunction.
10 What is "account of profits"?

11 What is a compulsory licence? In which famous Indian case was it first granted?
12 What is Section 3(d) of the Indian Patents Act? Which case is associated with it?
13 What is a spin-off company?

14 What is "Freedom to Operate" (FTO) analysis?

15 State any two IP management practices used by pharmaceutical companies.

B. Long-Answer Questions (10 marks)

1 Explain the three approaches to IP valuation (cost, market, income) with a suitable pharmaceutical
example for each. Discuss the limitations of each approach.

2 Describe the various strategies/routes for commercialization of intellectual property. Compare
licensing and assignment with examples.

3 Explain the process of technology transfer step by step with a flowchart. Discuss the role of the
Technology Transfer Office (TTO).

4 What are the essential elements of a licensing agreement? Explain each element briefly with examples.

5 Whatis IP infringement? Explain the different types of infringement and the legal remedies available
to the IP owner.

6 Discuss IP management practices in the pharmaceutical industry with reference to the Natco-Bayer
and Novartis-Glivec case studies.

C. Multiple-Choice Questions (with Answer Key)

Q1. Which of the following is NOT a standard approach to IP valuation? a) Cost approach b) Market
approach c) Income approach d) Emotional approach Answer: d
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Q2. In licensing, the ownership of the IP: a) Transfers fully to the licensee b) Remains with the licensor c)
Transfers to the government d) Gets cancelled Answer: b

Q3. Royalty is usually calculated as: a) A fixed one-time payment b) A percentage of sales c) The cost of raw
materials d) Government tax Answer: b

Q4. Which remedy is a court order to STOP the infringer immediately? a) Damages b) Account of profits c)
Injunction d) Seizure of goods Answer: ¢

Q5. The first compulsory licence in India was granted in the case of: a) Novartis vs. Union of India b) Natco
vs. Bayer c¢) Roche vs. Cipla d) Sun vs. Ranbaxy Answer: b

Q6. The Novartis Glivec case (2013) is mainly associated with: a) Compulsory licensing b) Section 3(d) and
evergreening c) Trademark infringement d) Copyright piracy Answer: b

Q7. The office in a university that manages patents and industry deals is called: a) Patent office b)
Technology Transfer Office c) Drug control office d) Placement cell Answer: b

Q8. "Account of profits" means: a) The infringer pays for the owner's loss b) The infringer hands over
profits earned illegally ) The owner shares profit with the infringer d) The court keeps the profit Answer:
b

Q9. An exclusive licence means: a) Many licensees can use the IP b) Only one licensee gets the right c) The
licence is free of cost d) The licence lasts forever Answer: b

Q10. Which commercialization route involves SELLING the IP ownership completely? a) Licensing b)
Assignment c) Joint venture d) Self-commercialization Answer: b

Q11. Milestone payments in a licensing agreement are paid: a) Every month b) When specific stages are
achieved c) Only after patent expiry d) To the government Answer: b

Q12. "Evergreening" in the pharma patent context refers to: a) Planting trees near factories b) Extending
patent protection through minor modifications c) Green-coloured tablets d) Eco-friendly packaging
Answer: b

D. Viva Questions (with short model answers)

Q1. What is the difference between a licensor and a licensee? A: The licensor is the IP owner who gives
permission; the licensee is the one who takes permission and pays.

Q2. Name the three IP valuation approaches. A: Cost approach, market approach, and income
approach.

Q3. What is the most commonly used valuation approach in pharma and why? A: The income
approach, because a drug patent's value lies mainly in its future sales and royalty earnings.

Q4. Can a patent owner claim both damages and account of profits together? A: Generally no — the
owner elects one of the two.

Q5. What was the significance of the Natco-Bayer case? A: It was India's first compulsory licence (2012)
— an expensive patented cancer drug was made affordable while paying royalty to the patent holder.

Q6. What did the Supreme Court decide in the Novartis Glivec case? A: (2013) — the patent was
rejected because the new form did not show significantly enhanced efficacy as required by Section 3(d); a
landmark ruling against evergreening.
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Q7. What is a royalty? A: A recurring payment, usually a percentage of sales, paid by the licensee to the
licensor for using the IP.

Q8. What does "territory" mean in a licence? A: The geographical area where the licensee is permitted
to use the IP, e.g., India only.

E. Application-Based Questions

1

Scenario: A pharmacy college laboratory develops a novel herbal wound-healing gel and patents it.
The college has no manufacturing facility. As the head of the college's TTO, outline the step-by-step
plan to commercialize this patent and justify your choice of route.

Scenario: A generic company wants to manufacture a drug whose process patent expired last year but
whose formulation patent is still valid. Using the concept of Freedom to Operate, explain what the
company must check before launching.

Scenario: You are negotiating a licensing deal for a patented sustained-release technology. Draft the
key commercial terms (exclusivity, territory, financials) you would propose, and explain why you chose
each.

Scenario: A competitor is selling tablets using your company's patented manufacturing process
without permission. Describe the sequence of actions your company should take, from discovery to
court remedies.

Scenario: A multinational prices its patented life-saving medicine at ¥3 lakh per month in India.
Discuss, with reference to the Natco-Bayer case, what legal options exist to improve patient access.

5.21 References

1

N

A W

8
9

World Intellectual Property Organization, "Introduction to Intellectual Property" (WIPO).

Indian IPR (ipindia.gov.in).

Ahuja, "Law Relating to Intellectual Property Rights" (LexisNexis).

Bouchoux, "Intellectual Property" (Cengage Learning).

Ganguli, "Intellectual Property Rights: Unleashing the Knowledge Economy" (Tata McGraw-Hill).
Narayanan, "Intellectual Property Law" (Eastern Law House).

Ramakrishna, "Basic Principles and Acquisition of Intellectual Property Rights" (CIPRA).
Sreenivasulu, "Law Relating to Intellectual Property" (Partridge Publishing).

Vaidhyanathan, "Intellectual Property: A Very Short Introduction" (Oxford University Press).

10 Wadehra, "Law Relating to Intellectual Property" (Universal Law Publishing).

End of Chapter 5: IPR Management and Commercialization (Unit V, BP603T)
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