Commi ssi oner of Patents and Trademarks
Patent and Trademark O fice (P.T.QO)

IN RE RECKI TT & COLMAN PRODUCTS LI M TED
March 27, 1987

Ri chard E. Ficher, Esq.
*1 Bacon and Thomas
625 Sl atens Lane - 4th Floor

Al exandria, VA 22314

Ronald L. W1 son

Heal th Assessnent Policy Staff
Food and Drug Adm nistration
5600 Fi sher Lane

Rockvill e, MD 20857

Charles E. Van Horn

Director Patent Exam ning G oup 120

Request for Patent Term Extension Under 35 U S.C. § 156

ORDER VACATI NG | NTERI M EXTENSI ON

Reckitt & Colman Products Limted (Reckitt), the owner of record in
the Patent and Trademark O fice (PTO, of U S. Patent 3,433,791
(patent), in response to an order to show cause issued by the PTO on
January 28, 1987, requests that a decision on the vacating of the
interimextension granted on March 17, 1986 for U.S. Patent No.
3,433,791 as well as the final decision on the Reckitt application for
extension of the termof the above patent be held in abeyance until a
"final' decision is rendered in Norwi ch Eaton Pharmaceuticals, Inc. v.
Bowen, 808 F.2d 486 (6th Cir. 1987). Reckitt also requests that the
patent term be extended until a final decision in the above litigation
is rendered or until March 18, 1988, [FN1] whichever is earlier. For
reasons hereinafter given, the above requests are denied and the
interi mextension granted on March 17, 1986 order is vacated ab initio.

FACTS

The PTO i ssued an order on March 17, 1986 granting an interim
extension under 35 U.S.C. 156(e)(2) of the termof U S. Patent
3,433,791 until 14 cal endar days after the date a notice of appeal to
the U S. Court of Appeals for the Sixth Circuit was due in Norw ch



Eat on Parnmaceuticals, Inc. v. Bowen, supra, and in the event a notice
of appeal was tinely filed, until 14 cal endar days after the entry of a
decision by the U S. Court of Appeals for the Sixth Circuit on any such
appeal and, if no decision was rendered in such an appeal prior to
March 17, 1987, the interimextension was set to expire on March 17,
1987. In re Reckitt, 230 USPQ 369 (Commir. Pats. 1986).

An appeal to the U S. Court of Appeals for the Sixth Circuit froma
judgment of the U.S. District Court for the Southern District of Ohio
was tinely filed on May 1, 1986. In a decision dated January 9, 1987,
the Sixth Circuit reversed the district court and held that the Food
and Drug Administration (FDA) determ nation that buprenorphine
hydrochl ori de (BUPRENEX) had been approved on Decenber 29, 1981 was a
reasonabl e interpretation under the Federal Food, Drug, and Cosnetic
Act (FFDCA) and the regul ations pronul gated thereunder and was not in
conflict with the expressed congressional intent. In so deciding the
Si xth Court accepted the FDA interpretation of the | anguage 'date of
approval' to nean 'the date of [sic--on?] which the agency exercised
its authority under the Federal Food, Drug, and Cosnetic Act to approve
a new drug application' (Norwich, supra 808 F.2d at 492.). The FDA
| etter of Decenber 29, 1981 approved the new drug application (NDA). It
was the FDA position, accepted by the Sixth Circuit that 'Norwi ch could
have marketed the drug at the tinme of the 1981 approval as a Schedul e
Il drug. Its decision not to do so was a marketing decision, not a
result conpelled by law.' (Norwi ch, supra 808 F.2d at 492.). The Sixth
Court thus found that the FDA determ nation that Buprenex had been
approved in 1981 was proper

*2 In a PTO order dated January 28, 1987, applicant was given thirty
(30) days fromthe date of that order to show cause as to why the PTO
shoul d not issue an order vacating, ab initio, the interimextension
granted on March 17, 1986 and further denying the application for
extension of the patent termof U S. Patent 3,433,791 as not being
filed in accordance with the requirenents of 35 U S.C. 156(a)(3) as
defined in 35 U . S.C. 156(d)(1).

In a response to the above order received in the PTO on February 27,
1987, applicant filed a request that:

1. A decision on whether the March 17, 1986 interim extension
shoul d be vacated ab initio and a final decision on Reckitt & Col man's
application for extension of the buprenorphine patent termbe held in
abeyance until a final decision in the case of Norwi ch Eaton
Pharmaceuticals, Inc., v. Bowen is rendered by the United States
Suprene Court; and

2. The interimextension of the buprenorphine patent term be
extended until a final decision in the Norwich litigation is rendered
by the Supreme Court or until March 18, 1988, whichever is earlier

DI SCUSSI ON

The term of an appropriate patent may be extended if an application
for extension is subnitted by the owner of the patent in accordance
with the requirements of 35 U . S.C. 156(d). See 35 U.S.C. 156(a)(3).
Such an application nust be submitted within the sixty day period
begi nning on the date the product received perm ssion under the



provi sion of | aw under which the applicable regulatory review period
occurred for conmercial marketing or use. 35 U.S.C. 156(d)(1).

The PTO is responsible for deternmining eligibility of an application
for patent termextension. The FDA is responsible under 35 U. S.C. 156
for the determnation of the length of the applicable regulatory review
period for the product which forns the basis for the application for
patent term extension. 35 U S.C. 156(d)(2)(A). A human drug product
recei ves permssion for comrercial marketing and use under Section 505
of the FFDCA when a NDA is approved by the FDA. The regul atory revi ew
period for a human drug product is defined for the purposes of 35 USC
156 to end on the date the NDA was approved under section 505 of the
FFDCA. 35 U. S.C. 156(g)(1)(B)(ii). The FDA has deternmi ned that the NDA
for BUPRENEX was approved on Decenber 29, 1981 and that Norw ch could
have marketed the drug at the tinme of the 1981 approval as a Schedul e
Il drug. This determ nation was approved by the Sixth Circuit on
January 9, 1987. Norwi ch Eaton Pharnmaceuticals, Inc. v. Bowen, supra%u.

Since the application for extension of the termof U S. Patent No.
3,433,791 was filed (August 26, 1985), nore than sixty days after the
product buprenor phi ne hydrochl ori de (BUPRENEX) was approved for
comrerci al marketing or use (Decenber 29, 1981), the terns of 35 U S.C
156(a) (3) have not been nmet. This patent is not eligible for patent
term extension under 35 U.S.C. 156. An interim extension under 35
U.S.C. 156(e)(2) is not authorized unless the Conm ssioner determ nes
that the subject patent is eligible for extension under 35 U S.C. 156.

*3 In the response of February 27, 1987, applicant argues that the
current legal and factual posture of this matter parallels in al
rel evant respects that in existence at the tinme of the PTOs March 17,
1986 Order. It is applicant's position that continuation of the relief
afforded at that time is both necessary and appropriate.

Contrary to applicant's argunents, the |legal and factual posture of
the matter has changed significantly conpared to that which existed at
the tinme of the March 17, 1986 Order. In issuing the Order granting an
interimextension the PTO was acting in harnmony with a decision of a
district court. To issue a new interimextension at this tine would
pl ace the PTO in direct conflict with the decision of the Sixth Circuit
di scussed above. The order granting the interimextension clearly
stated that the final determnation in the Norwich litigation could
render the interimextension invalid should it be deternined that the
FDA approved the NDA for BUPRENEX nore than sixty days prior to the
date Reckitt filed its patent term extension application. As noted, the
above deci si on approved the FDA position that the NDA for the product
BUPRENEX was approved nore than sixty days prior to the date Reckitt
filed its patent term extension application. Accordingly, the interim
extension is invalid and any further interimextension would be
contrary to the authorization granted to the Comm ssioner in 35 USC
156(e) (2).

While the March 17, 1986 Order did reflect concern on the part of the
PTO as to the legal and practical ability to extend the term of the
pat ent which m ght have expired in the event of a final judicia
deternmination in favor of Norwi ch, the argunents related thereto have
been rendered noot by the expiration of the now void ab initio interim
extension previously granted. [FN2] In accordance with the March 17,



1982 Order and in the absence of any application for further interim
extension pending a final decision in the Norwich litigation, the now
void ab initio interimextension of the termof U S. Patent No.
3,433,791 expired on January 23, 1987 or 14 cal endar days follow ng the
deci sion of January 9, 1987 by the Sixth Circuit. Should it
subsequently be necessary for the PTO to reconsider the adverse
decision of eligibility for the subject application, the question of
extending the termof previously expired patent can then be addressed.

While the ultimate outconme of the Norwich litigation may not be
final, there appears to be no legitimte basis for delay on the part of
the PTO fromissuing a decision which is consistent with the Sixth
Circuit decision and clarifies the status of the application for patent
term extensi on. The PTO seeks to avoid confusion on the part of the
public or interested third parties concerning whether the expiration of
the now void ab initio interimextension and thus expiration of U.S.
Pat ent No. 3,433,791 which could result fromdelay in acting in
accordance with Sixth Circuit decision on the matters here invol ved.

*4 The requested stay in these proceedings as to the issues presented
herein is not appropriate. Applicant's request does not neet the four
factor test determ native as to whether a stay should be granted in
this type of proceeding. First, applicant has not denpnstrated that
there is a likelihood of a grant of the petition for wit of certiorar
or information which would indicate a |ikelihood of success on the
merits if certiorari is granted. Second, applicant has not denonstrated
the likelihood that applicant will be irreparably harnmed absent a stay.
Third, the prospect that others will be harned if the stay is granted
has not been addressed by applicant. Fourth, the public interest which
woul d be served in granting the stay has not been di scussed. W sconsin
GasCo. v. FERC, 758 F.2d 669, 673-674 (D.C. Cir. 1985).

The request that the interimextension be extended until a fina
decision is the Norwich litigation is rendered is inappropriate. An
interimextension under 35 U.S.C. 156(e)(2) is not authorized unless
the Comnmi ssioner deternmines that the subject patent is eligible for
ext ension under 35 U.S.C. 156. For the reasons herein stated, it has
been determned that the application is not eligible for extension. The
i ssuance of an interimextension as requested would be contrary to the
law. 35 U.S.C. 156(e)(2).

DECI SI ON

The interimextension of the termof U S. Patent 3,433,791 issued in
the March 16, 1986 Order is hereby vacated ab initio.

The PTO concludes that U. S. Patent No. 3,433,791 is not eligible for
extension of the patent termunder 35 U S.C. 156 since the application
for extension was not filed in accordance with the requirenent of 35
U.S.C. 156(a)(3) as defined in 35 U S.C. 156(d)(1).

The request by applicant (Reckitt & Colnman, Ltd) that the vacating of
the interimextension and the final decision on eligibility on the
application for patent termextension of U S. Patent No. 3,433,791 be
held in abeyance until a 'final' decision is rendered in the case of



Norwi ch Eat on Pharnaceuticals, Inc., v. Bowen is DEN ED

Simlarly the request by applicant that the interimextension of the
patent term be extended until a final decision in the Norw ch
litigation is rendered by the Suprenme Court or until March 18, 1988,
whi chever is first, is DEN ED

The application for extension of the termof U. S. Patent No.
3,433,791 is DEN ED

FN1. An extension to March 18, 1988 would correspond to the maxi mum
extension of the termof U S. Patent 3,433,791, if the application is
determ ned to be eligibile for patent term extension under 35 U S.C
156.

FN2. The March 17, 1986 Order stated in pertinent part:

"an interm extension under 35 U . S.C. § 156(e)(2) of the term of
U.S. Patent 3,433,791 is granted----- until 14 cal endar days after
entry of a decision by the U S. Court Appeals for the Sixth Circuit on
t he appeal’ .
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