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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
~ BEFORETHE TRADEMARK TRIAL AND APPEAL BOARD

Alfacell Corporation Cancellation No.: 32,202
Petitioner Registration No. 1,987,445
Vs.
Anticancer, Inc. ! 04-11-2003
Registrant : US Feent * THOTRITM Mail Fept . 99

|

REGISTRANT ANTICANCER, INC.’S NOTICE OF RELIANCE:
- PRINTOUTS FROM WEBSITE OF
THE CENT];'JR FOR DRUG EVALUATION AND RESEARCH

Pursuant to 37 CFR. § 2. 122(d)(2) and Rule 703.02(a) of the Trademark Trial and Appeal
Board Manual of Procedure, Reglstrant Antlcancer Inc. (“Registrant”) hereby submits this Notice of
Reliance during its testimony. penod Anticancer is relying upon printouts from the website of the
Center for Drug Evaluatlon and Research (“CDER”) The CDER is part of the Federal Drug
Administration (“FDA”)

‘The printouts from CDiER’s website are relevant because they support the conclusion that
Registrant’s mark ONCASE is not likely to ciause confusion with Petitioner Alfacell Corp.’s
(“Petitioner””) mark ONCONA$E because it is unlikely that both products will :reach the market.
Specifically, the printouts ﬁoﬁ CDER’s website establish that the federal drug application process is
a long and complex one. Both Reglstrant s ONCASE product and Petitioner’s ONCONASE product
are at very early stages in the apphcatlon process

The attached printouts ﬁjom CDER’s website meet all requirements for admissibility. Printed
publications, including electron;cally generated documents, may be introduced in evidence by a

notice of reliance. TBMP § 708; 37 C.F.R. § 2.122(e).
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Based upon these authorities, Anticancer respectfully requests that the attached material be
admitted in evidence. |
Dated: April 11, 2003

Respectfully submitted,

Jennifer Lee Taylor
Attorney for Registrant

MORRISON & FOERSTER e
425 Market Street
San Francisco, California 94105-2482
Telephone: (415) 268-6538
- Facsimile: (415) 268-7522
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Introduction

The Center for Drug Evaluation and Research's (CDER) job is to ensure that drugs
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are safe and effective. (See "Benefit vs. Risk: How FDA Approves New Drugs").
CDER does not test drugs, although the Center's Office of Testing and Research does
conduct limited research in the areas of drug quality, safety, and effectiveness.

CDER is the largest of FDA's five centers, with a staff of about 1,800. It has
responsibility for both prescription and over-the-counter drugs. For more information
on CDER activities, including performance for drug reviews, post-marketing risk
assessment, and other highlights, please see the CDER 2001 Report to the Nation:
Improving Public Health Through Human Drugs. The other four FDA centers have
responsibility for medical and radiological devices, food, and cosmetics, ,Eoﬁom_ow
and veterinary a_dmm

It is the responsibility of the company seeking to market a drug to test it and submit
evidence that it is safe and effective. (See "Testing Drugs in People” in the July-
August 1994 FDA Consumer.) A team of CDER physicians, statisticians, chemists,
pharmacologists, and other scientists reviews the sponsor's new drug application
(NDA) containing the data and proposed labeling.

For more information on drug ao<o_ov8oa &zm Teview, msa voﬁBﬁwQEm

, mo:S:om Eommo see Eomo aomoE.oom

o The FDA's bx:m mmSms\ Nu\omm%  Ensuring b\:hw are. M.Ssm E& Effective.
(7/2002). FDA Consumer magazine article.

v o "From Test Tube to Wm.&.mxw.@%ﬁ.»mimm @m&& §x_o:h.\~ Human Drugs xw..

(9/99). In-depth review of drug development and postmarketing activities.

e New Drug Development in the United States. Online seminar EoSaom
healthcare professionals with an overview of FDA's role in the new drug
development process.

The section below entitled From Fish to Pharmacies: The Story of a Drug's
Development, illustrates how a drug sponsor can work with FDA's regulations and
guidance information to bring a new drug to market.

From Fish to Pharmacies:

” E%”\\g.Em.moi&ﬂkam&mSQ\mg:omaoﬁm\%mms_ﬁEE_ T a\_c\moow
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The Story of a Drug's Development

Osteoporosis, a crippling disease marked by a wasting away of bone mass, affects as
many as 2 million American, 80 percent of them women, at an expense of $13.8
billion a year, according to the National Osteoporosis Foundation., The disease may
be responsible for 5 million fractures of the hip, wrist and spine in people over 50, the
foundation says, and may cause 50,000 deaths. Given the pervasiveness of
osteoporosis and its cost to society, experts say it is crucial to have therapy
alternatives if, for example, a patient can't tolerate estrogen, the first-line treatment.

Enter the salmon, which, like humans, produces a hormone called calcitonin that
helps regulate calcium and decreases bone loss. For osteoporosis patients, taking
salmon calcitonin, which is 30 times more potent than that secreted by the human
thyroid gland, inhibits the activity of specialized bone cells called osteoclasts that
absorb bone tissue. This enables bone to retain more bone mass.

Though the calcitonin in aEmm is based chemically on salmon calcitonin, it is now
made synthetically in the 1ab in a form that copies . the molecular structure of the fish
m_msa extract. mvBEoco calcitonin offers.a simpler, more economical way to create
:ﬁmo quantities of the product.

m,U> %Eoéa the mamﬂ &:m based on salmon calcitonin in an injectable. Since then,
two more drugs, one injectable and one administered through a nasal spray were
approved. An oral version of salmon calcitonin is in clinical trials now. Salmon :

calcitonin is mﬁ?o/\oa os_% for postmenopausal women who omsboﬂ 8_@38 amﬁamos

or for whom estrogen is not an option.

(Excerpted from FDA Consumer 5a®§§m Jan-Feb 1 bm@ :bému .of the Deep:
Treasures of the Sea Yield Some Medical Answers and Hint at Others," by John
Henkel).

How did the developers of injectable salmon calcitonin journey "from fish to
pharmacies?"

For drug sponsors and others who want a basic understanding of the drug
development process, the FDA has published a series of articles in a special report

" http://www.fda.gov/cder/regulatory/applications/default.htm , T I - 4/10/2003
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called "From Test Tube to Patient: Improving Health Through Human Drugs" #=
These articles provide background information on a broad range of topics from
laboratory and animal studies, to reporting unsafe medical products already on the
market. Another resource for drug development information is an interactive chart
which graphically displays the process with an emphasis on preclinical (animal)
research and clinical (human) studies or trials conducted by the drug's sponsor.

After obtaining promising data from laboratory studies, the salmon calcitonin drug
developers took the next step and submitted an Investigational New Drug (IND)
application to CDER. The IND Webpage explains the need for this application, the
kind of information the %E_om:os should include, and %m Federal regulations to
follow.

Once the IND application is in effect, the drug sponsor of salmon calcitonin could
begin their clinical trials. After a sponsor submits an IND application, it must wait 30
days before starting a clinical trial to allow FDA time to review the prospective

study. If FDA finds a problem, it can order a "clinical hold" to delay an
investigation, or interrupt a clinical trial if problems occur during the study.

Clinical trials are experiments that use human subjects to see whether a drug is
effective, and what side effects it may cause. The Information for Clinical
Investigators Webpage provides links to the regulations and guidelines that the
clinical investigators of salmon calcitonin must have used to conduct a successful

maav\, m:a 8 ?.082 ﬁro_a ::BNS msgooa e e s

The salmon calcitonin drug sponsor analyzed the clinical trials data and concluded
that enough evidence existed on the drug's safety and effectiveness to meet FDA's

‘requirements for marketing approval. The sponsor submitted a New Drug

Application (NDA) with full information on manufacturing mvoo&ouaosm stability
and bioavailablility data, method of analysis of each of the dosage forms the sponsor
intends to market, packaging and labeling for both physician and consumer, and the
results of any additional toxicological studies not already submitted in the
Investigational New Drug application. The NDA Webpage provides resources and
guidance on preparing the NDA application, and what to expect during the review
process.

“ http:/www.fda.gov/cder/regulatory/applications/defaulthtm . . .. R 4/10/2003
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New drugs, like other new products, are frequently under patent protection during
development. The patent protects the salmon calcitonin sponsor's investment in the
drug's development by giving them the sole right to sell the drug while the patent is in
effect. When the patents or other periods of exclusivity on brand-name drugs expire,
manufacturers can apply to the FDA to sell generic versions. The Abbreviated New
Drug Applications (ANDA) for Generic Drug Products Webpage provides links to
guidances, laws, regulations, policies and procedures, plus other resources to assist in
preparing and submitting applications.

Drug sponsors from small businesses can take advantage of special offices and
programs designed to help meet their unique needs. The Small Business Assistance
Webpage provides links to FDA laws, regulations and guidances that affect small
business. Information is also provided on financial assistance and incentives that are
available for drug development.

# wmofoe%

FDA/Center for Drug Evaluation and Research . o
Last Updated: November 7, 2002
Originator: OTCOM/DML
HTML by SJW

* http://www.fda.gov/cder/regulatory/applications/default htm . . - R ~ 4/10/2003
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o [nvestigational New Drug Applications and New Drug Applications
o Code of Federal Regulations
o Manual of Policies and Procedures (MaPPs) iUpparen
o Abbreviated New Drug Applications for Generic Drug Products -
o Code of Federal Regulations
o Manual of Policies and Procedures (MaPPs)

The mission of FDA is to enforce laws enacted 3 the U.S. Congress and regulations
established by the Agency to protect the consumer's health, safety, and pocketbook.
The Federal Food, Drug, and Cosmetic Act is the basi¢ food and drug law of the U.S.
With numerous amendments it is the most extensive law of its kind in the world. The
law is intended to assure the consumer that foods are pure and wholesome, safe to
eat, and produced under sanitary conditions; that drugs and devices are safe and
effective for their intended uses; that cosmetics are safe and made from appropriate

.. -ingredients;.and that all-labeling and packaging is truthful; inforrhative, and not ~
deceptive.

Investigational New Drug >E.__3:c=m w:a Zmi Drug Applications

,,;m mo:oéEm Code &s \u ederal Regulations sections EoSmo Rmﬁmsozm for INDs
and NDAs. All parts of section 21 of the Code of Federal Regulations are also
available.

21CFR Part 312 Investigational New Drug Application
21CFR Part 310 New Drugs
21CFR Part 314 INDA and NDA (New Drug Approval)

™ http://www.fda.gov/cder/regulatory/applications/laws.htm

Page 1 of 3
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21CFR Part 320 Bioavailability and Bioequivalence Requirements
21CFR Part 316 Orphan Drugs

21CFR Part 58 Good Lab Practice for Animal Studies

21CFR Part 201.23  Required Pediatric Studies

21CFR Part 50 Protection of Human Subjects

21CFR Part 56 Institutional Review Boards

21CFR Part 201 Drug Labeling

21CFR Part 54 Financial Disclosure b O:En& Investigators

MaPPs. The following MaPPs provide official instructions for internal practices and
procedures followed by CDER staff to help standardize the IND and NDA review
process. All CDER MaPPs are available from the MaPP Index webpage. -

5240.4 # Submission of an IND Application to the Office of Generic Drugs
6030.1 2 IND Process and Review Procedures (Including Clinical Holds)
6030.4 2 INDs: Screening INDs. (Issued 5/9/2001, Posted 5/14/2001) REXE
6050.1 .T Refusal to Accept Application for Filing From >Eu:om:a in Arrears
721 H.H \T Drug \6@:8:0: Approval 501(b) Policy

Abbreviated New _uazm >uu:nmac= 3253 for Qmsm:n Ua:m
Products

The following, Code.of Federal Regulations sections provide regulations for

" ANDAs. All parts of section 21 of Eo Code of Federal Regulations are also

available.

NHQEN wmn 314 >cc:om:o=m for FDA Approval to Market a New Drug or an

Antibiotic UEm
21 QS Part 320 Bioavailability and Bioequivalence Requirements

21CFR Part 310 New Drugs

MaPPs The following MaPPs provide official instructions for internal practices and
procedures followed by CDER staff to help standardize the ANDA review process.
All CDER MaPPs are available from the MaPP Index webpage

" http://www.fda.gov/cder/regulatory/applications/laws.htm e e e L 41072003
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New Drug Applications

Investigational New Drug Process

An Introduction
Definitions

Types of INDs
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Investigational New Drug >wc:omz..o._:

o What are Em Eu> requirements for pre-clinical studies?

‘What is an Investigational New Drug > Application?

Do I need to submit an Investigational New Drug >uv:o§o:c

Where do I get the necessary updated forms?

Are there instructions to help you fill out the forms?

‘When will I be assigned an IND scBUoﬁ

When can | start clinical trials?

Do I need to fill out a Statement of Investigator Form 15 qu

What is an Institutional Review Board?

"Does a physician, in private practice, conducting a@momno: g%.mc m_U>
regulated product, need to obtain IRB approval?

o Does a clinical investigation involving a marketed product require IRB review

. Uo I need informed consent?
o What are the specific 95202 and contacts in CDER who can answer my
questions?
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INVESTIONATIONAL NEW DRUG PROCESS
An Introduction

This website is designed for individuals interested in bringing a drug to market. This
may be an individual or pharmaceutical company, mo<a3§a§w_ agency, academic
institution, or other type of organization.

The main purpose of an Investigational New Drug (IND) application is to provide the
.data showing that it is reasonable to begin tests of a new drug on humans. Also,
current Federal law requires that a drug be the subject of an approved marketing
application before it is transported or distributed across state lines. Because a sponsor
will probably want to ship the investigational drug to clinical investigators in many
states, it must seek an exemption from that legal requirement. The IND is the means
through which the sponsor technically obtains this exemption from the FDA.

During a new drug's early preclinical development, the sponsor's primary goal is to
determine if the product is reasonably safe for.initial use in humans, and if the
compound exhibits pharmacological activity that justifies commercial development.
When a product is identified as a viable candidate for further development, the
“sponsor then focuses on collecting the data and information necessary to establish
that the product will not expose humans to unreasonable risks when used in limited,
mml%-mﬁmmo clinical studies. .

| Umm,ino:m . ,

e Clinical investigation means any experiment in which a drug is administered or
dispensed to one or more human subjects.

¢ Investigator means an individual under whose immediate direction the drug is
administered or dispensed to a subject.

» Sponsor means a person who takes responsibility for and initiates a clinical
investigation.

“ http://www.fda.gov/cder/about/smallbiz/faghtm e Ceee e 410/2003
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¢ Sponsor-Investigator means an individual who both initiates and conducts an
investigation and under whose immediate direction the investigational drug is
administered or dispensed. The term does not include any person other than an
individual.

o For more definitions, see Drug Development and Review Definitions.

Types of INDs

"Commercial INDs" are applications that are submitted primarily by companies
whose ultimate goal is to obtain marketing approval for a new product.

e Noncommercial INDs, filed for noncommercial research
o Investigator INDs
e Emergency Use INDs

Emergency and Treatment INDs are also known as "Compassionate" INDs, but the

~term ..Oo:%mmmmosﬁm is not in ﬁro MZU Rmc_m:o:m

A sponsor mcmz mccB: an HZU to Eu> if the sponsor 58:% to oosacoﬁ a clinical
investigation with an investigational new drug A sponsor shall not begin a clinical

trial until the investigation is subject to an approved IND application. A sponsor shall
submit a separate IND for any o_E_o& E<mmzmm:o= 5<o_<5m an mxoowcos moB

U

... informed consents . <. s - Lk

Phases of an Investigation

An IND may be submitted for one or more phases of an investigation. The clinical
investigation of a previously untested drug is generally divided into three phases.
Although in general the phases are conducted sequentially, they may overlap. The
three phases of an investigation are as follows:

Phase 1 includes the initial introduction of an investigational new drug
into humans. These studies are usually conducted in healthy volunteer
subjects. These studies are designed to determine the metabolic and
pharmacological actions of the drug in humans, the side effects

* http://www.fda.gov/cder/about/smallbiz/faghtm L e e 4110/2003,




































































































































































































































































































































