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Alkermes, Inc.

Vivitrex® (naltrexone long-acting inflection) CTD Module 1

1.0 MODULE 1: ADMINISTRATIVE INFORMATION AND PRESCRIBING

INFORMATION

1.3.5.2 PATENT CERTIFICATION WITH RESPECT TO ANY PATENT WHICH

CLAIMS THE DRUG

Paragraph ll Certification

Alkermes, Inc. is filing the NDA for Vivitrex® (naltrexone long-acting injection) under

section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act [21 U.S.C 355

(b)(2)], becausethe NDA relies in part for approval upon investigations that were not

conducted by or for Alkermes and for which Alkermes has not obtained a right of
reference or use from the person by or for whom the investigations were conducted.

Specifically, the NDA for Vivitrex references and relies in part on the NDA for ReVia

(naltrexone hydrochloride) (NDA 18—932).

Alkermes hereby certifies that, in our opinion and to the~best~of~our knowledge,

(a) the only patent that claims the drug that is the subject of NDA 18—932 for ReVia --

and on which investigations that are relied upon by Alkermes for approval of the

NDA for Vivitrex were conducted or that claims an approved use for such drug and

for which information is required to be filed under section 505(b) and (c) of the

Federal Food, Drug, and Cosmetic Act and 21 C.F.R. § 314.53 -- is United States

Patent No. 3,332,950 (the “’950 Patent"), and (b) the ‘950 has'expired.

We note that the NDA for ReViapreviously listed in the Orange Book United States

Patent No. 3,957,982 (the “’982 Patent") with an expiration date of May 18, 1993.

However, Alkermes believes this listing was incorrect, because the ‘982 Patent is

directed to a “method for contraception by the application of combination-type

sequential preparations” and does not claim naltrexone or a use of naltrexone that is

or was the subject of NDA 18-932 for ReVia. Alkermes believes that the patent

number that should have been listed for NDA 18—932 for ReVia is the ‘950 patent, .

which dOes claim naltrexone and also has expired. Alkermes thus makes this

Paragraph ll certification to the ‘950 patent.
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Alkermes, Inc.

\fivitrex® gnaltrexone long-acting in'lectionz CTD Module 1

The NBA for Vivitrex does not seek to rely on data from any other reference listed

drugs, and thus we believe that no additional patent certifications are required. See

21 C.F.R. 314.500); 54 Fed. Reg. 28872, 28875 (July 10, 1989).
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EXCLUSIVITY SUMMARY

NDA # 21-897' SUPPL # N/A I-[FD # 170

Trade Name Vivitrol

Generic Name naltrexone for extended—release injectable suspension

Applicant Name Alkermes

Approval Date, If Known April 13, 2006

PART I IS AN EXCLUSIVITY DETERMINATION NEEDED?

1. An exclusivity determination will be made for all original applications, and all efficacy

supplements CompletePARTS II and III of this Exclusivity Summary only 1fyou answer "yes" to

one or more of the following questions about the submission

a) Is it a 505(b)(1), 505(b)(2) or efficacy supplement?

~- YESE- NO |:I

Ifyes, what type? Specify 505(b)(1), 505(b)(2), SE1, SE2, SE3,SE4, SE5, SE6, SE7, SE8

505(b)(2)

*4c) Did it require the review ofclinical data other than to support a safety claim or change in

labeling related to safety? (If it required review only of bioavailability or bioequivalence
data, answer "no.")

YES E NO [I

Ifyour answer is "no" because you believe the study is a bioavailability study and,_therefore,

not eligible for exclusivity, EXPLAIN why it is a bioavailability study, including your

reasons for disagreeing with any arguments made by the applicant that the study was not
simply a bioavailability Study.

If it is a supplement requiring the review of clinical data but it is not an effectiveness
supplement, describe the change or claim that is supported by the clinical data:
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, 2. Is this drug product or indication a DESI upgrade?

(1) Did the applicant request exclusivity?
YESIX] NOE]

If the answer to (d) is "yes," how many years of exclusivity did the applicant request?

3 Years

e) Has pediatric exclusivity been granted for this Active Moiety?
YEslj NOIZ

If the answer to the above question in YES, is this approval a result of the studies submitted in
response to the Pediatric Written Request?

IF YOU HAVE ANSWERED "NO" TO ALL OF THE ABOVE QUESTIONS, GO DIRECTLY TO
THE SIGNATURE BLOCKS AT THE END OF THIS DOCUMENT.

_ ,_ .yEsEM NOIXI

IF THE ANSWER TO QUESTION 2 IS "YES," GO DIRECTLY TO THE SIGNATURE BLOCKS

ON PAGE 8 (even if a study was required for the upgrade).

PART II FIVE-YEAR EXCLUSIVIT-Y FOR NEW CHEMICAL ENTITIES
(Answer either #1 or #2 as appropriate)

1, Single active ingredient product.

Has FDA previously approved under section 505 of the Act any-drug product containing the same

active moiety as the drug under consideration? Answer "yes" if the active moiety (including other

esterified forms, salts, complexes, chelates or clathrates) has been previously approved, but this

particular form ofthe active moiety, e.g., this particular ester or salt (including salts with hydrogen or -

coordination bonding) or other non—covalent derivative (such as a complex, chelate, or clathrate) has

not been approved. Answer "no" if the compound requires metabolic conversion (other than

deesterification of an esterified form of the drug) to produce an already approved active moiety.

YES El NO 1:]

If "yes," identify the approved drug product(s) containing the active moiety, and, ifknown, the NDA
#(s). , ‘
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