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Response to
Request for
Restriction/Election

Apr 13 2018

Non-Final Rejection

Aug 9 2018

II. Claims 9-15, drawn to a method of photodynamic treatment of a
body/skin tissue, classified in A61 N 5/062.
Applicant elected Group I, claims 1-8 and 16-23, without traverse and
Species A, claims directed to a method of enhancing penetration of a
topical composition into a tissue, characterized by applying 5aminolevulinic acid (molecular formula C5H9N03), with traverse.
Claims 9-15 and 21-23 withdrawn from consideration.
Claims 1-8 and 16-20 rejected.
Claims 1-8 and 16-20 are rejected under 35 U.S.C. 112(b) or 35 U.S.C.
112 (pre-AIA), second paragraph, as being indefinite for failing to
particularly point out and distinctly claim the subject matter which the
inventor or a joint inventor, or for pre-AIA the applicant regards as the
invention.
The term "low" in claim 1 line 5 and claim 16 line 6 is a relative term
which renders the claim indefinite.
Claim 8 recites the limitation "the maximum plasma" in line 1. There is
insufficient antecedent basis for this limitation in the claim.
Claims 1, 2, 5 and 16 rejected under 35 U.S.C. 102(a)(1) as being
anticipated by Foguet Roca, Pub. No. U.S. 2009/0324727.
Note: in the Background section of the instant application, the
applicant describes the use of ALA compositions for photodynamic
therapy as well known in the art. The applicant further indicates that
the inventors found 'coving [sic] polyethylene for a period of time over
a treatment area is effective to minimize trans-epidermal water loss
from the treatment area’ (see Par. 006 of the specification). The
examiner further notes that the use of surfactants such as polyethylene
for coating on a surface to minimize water loss for a period of time, or
on a surface of a medical capsule to minimize water absorption is well
known in the art (see Pars. 0004 and 0208 of Parent et al., Pub. No.
U.S. 2014/0010761; and Pars. 0090 and 0106 of Bonasera et al., Pub.
No. U.S 2005/0090429).
Claims 1 and 16 rejected under 35 U.S.C. 102(a)(1) as being
anticipated by Trigiante, Pub. No. U.S. 2011 /0053965.

Applicant
Arguments

Nov 2 1018

Claim 1 amended to include allowable subject matter relating to claim
4. Claims 2, 4, 9-15, 17, 18 and 21-233 were cancelled without
prejudice or disclaimer. Claim 5 was rewritten into independent form
and revised to include subject matter supported at least by paras.
[0022], [0059], [0066] and [0073] of the specification as filed. New
claims 24 and 25 include subject matter also supported by at least
these portions of the disclosure. Claim 8 was amended for antecedent
basis purposes. Claim 16 was amended to include allowable subject
matter relating to claim 17. Claim 20 is amended for consistency with
the amendments to claim 16.
Claim 1 was amended by adding the phrase “removing the low density
polyethylene barrier within 3 hours and then applying light to
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the treatment area.”
Claim 16 was amended by adding the phrase “removing the low density
polyethylene barrier so as to expose the treatment site; and
illuminating the exposed treatment site with an illuminator so as to
deliver a 10 J/cm2 dose of blue light.”
Upon entry of the amendments, claims 1, 3, 5-8, 16, 19, 20, 24 and 25
will be pending.
Final Rejection

Feb 25 2019

Claims 1, 5-8, 16, 19, 20, 24 and 25 were allowed.
Claim 3 was rejected under 35 U.S.C. 112(d) or pre-AIA 35 U.S.C. 112,
4th paragraph, as being of improper dependent form for failing to
further limit the subject matter of the claim upon which it depends, or
for failing to include all the limitations of the claim upon which it
depends.

Applicant Response

Apr 12 2019

Accepted cancellation of claim 3.

Notice of Allowance

Jun 3 2019

The allowed claim(s) were 1,5-8, 16, 19-20 and 24-25.

Issue Notification

Jul 2 2019

Issue date specified as Jul 23 2019 for US Patent 10357567

Notice of
Publication

Jul 18 2019

US-2019-0216927-A 1 published on Jul 18 2019
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The supposed differentiating factor for the ‘567 over the prior art was the addition of an element relating to
“removing …[a] low density polyethylene barrier within 3 hours and then applying light to …[a] treatment area.”
However, this so-called novel element was very well known in the art at the time of the invention.
More specifically, the use of topical 5-ala in photodynamic treatments may be traced back at least as far as 1990.
MacCormack lists no fewer than 46 studies on the use of 5-ala/mal for the treatment of actinic keratoses and/or
acne prior to 2008 (see Table I extracted from MacCormack 2008, below). Further, many of these citations used
occlusive coverings to enhance 5-ala/mal uptake.
Lack of disclosure of the prior art during prosecution of the ‘567 was rampant.
Ozog discloses the state of the art of 5-ALA PDT as of 2016 (Table 4 below) and presents 93 cited references.
Only one of the citations from Ozog (Schmieder, describing a clinical trial, red arrow below) is mentioned on the
face of the patent or during prosecution. NONE of the other 92 state of the art references from Ozog are
mentioned on the face of the patent nor during prosecution:

Ozog 2016
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As mentioned, from MacCormack, NONE of the citations listed in Table 1 entitled “Studies on the Use of 5-ALA/MAL
PDT for the Treatment of Actinic Keratoses” (below) is found on the face of the patent nor cited during prosecution:
Kennedy 2009
Szeimies 1996
Dijkstra 2001
Szeimies 2002
Smith 2003
Avram 2004
Morton 2006

Wolf 1993
Fink-Puches 1997
Varma 2001
Goldman 2003
Alexiades 2003
Touma 2004*
Tschen 2006

Calzaver-Pinton 1993
Jeffes 1997
Jeffes 2001
Freeman 2003
Dragieva 2003a, 2003b
Kim 2005
Perrett 2007

Fijan 1995
Kurwa 1999
Ruiz-Rodriquez 2002
Pariser 2003
Piacquadio 2004
Tarstedt 2005

Of these omitted citations, attention is called to at least Kennedy 2009, Fink-Puches 1997, Jeffes 1997, and
Alexiades 2003 as being particularly pertinent to the prior art (indicated below in red).
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Ozog is the primary document cited for invalidating prior art in the claim chart, below. Ozog is a consensus
document from a panel of experts on the understanding of the state of the art and use of 5-ALA PDT. It was
published in July 2016, at least a year and a half before the priority date of the ‘567. Ozog is neither cited not
mentioned during prosecution of the application resulting in the issuance of the ‘567 patent.
Ozog states as follows:
The American Society of Dermatologic Surgery (ASDS) periodically develops
consensus documents for its members concerning various aspects of
dermatologic surgery. Advances in photodynamic therapy (PDT) have been many
and PDT use has been established in a variety of skin conditions.
OBJECTIVE: The ASDS board of directors proposed a committee of experts in
the field to develop consensus documents on different treatments. An expert panel
reviewed the literature on PDT and discussed the findings. The consensus was
reached with evidence-based recommendations on different clinical
applications for PDT. (Abstract; emphasis added)
Ozog specifically delineates the following procedures, particularly pertinent to the prior art:
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The Table below is a very brief summary of some of the pertinent prior art exemplary of various elements of the
claims in the ‘567.
Publication

5-ALA or
MAL
5-ALA

Topical
application

5-ALA



5-ALA





4 hrs

Tarstedt 2005

MAL







Dragieva 2003

MAL
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2000
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5-ALA



Saran wrap
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plastic wrap
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Varma 2000

5-ALA

Sakamoto
2008
MacCormack
Wolf 1993

Piacquadio
2004
AlexiadesArmenakas
2003
Kurwa 1999

Occlusion

3 hrs



Light

Hand/Forearm

Blue



gauze



PDL (595
nm)



Red (580 to
740 nm)
Red
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