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CONFIDENTIAL – SUBJECT TO PROTECTIVE ORDER 

varying formulations. The release of the active pharmaceutical ingredient from an 

emulgel is critical because the active ingredient must be released to diffuse into the 

skin.104 In addition, the rate of release of an active ingredient is also critical to the 

emulgel because it influences how effective the emulgel is in treating acne.  

116. IVRT is an FDA-recommended method of assessing this release.105 IVRT 

uses a synthetic membrane to measure how much drug product is released from a 

pharmaceutical composition over time. IVRT provides comparisons of drug release 

between formulations and can detect subtle differences between release rates that 

may result from formulation changes.106 

117. With IVRT, the amount of active ingredient released is measured at 

certain time intervals. This information can be plotted and fitted to a linear equation. 

The slope of the line provides a useful way to characterize release rate. For example, 

the slope from two formulations can be compared to determine a “slope ratio.” A slope 

ratio of 100% indicates that the slope for both formulations is the same—i.e., the 

104 Ex. 29, Katrin I. Tiffner et al., A Comprehensive Approach to Qualify and Validate 
the Essential Parameters of an In Vitro Release Test (IVRT) Method of Acyclovir 
Cream, 5%, 535 Int’l J. of Pharms. 217, 217 (2018), ALG-ACZ0399168, at ALG-
ACZ0399168. 
105 Id. 
106 Id. 

Case 1:17-cv-00663-JFB-SRF   Document 142   Filed 02/05/19   Page 401 of 765 PageID #:
 7100



Case 1:17-cv-00663-JFB-SRF   Document 142   Filed 02/05/19   Page 402 of 765 PageID #:
 7101



Case 1:17-cv-00663-JFB-SRF   Document 142   Filed 02/05/19   Page 403 of 765 PageID #:
 7102



Case 1:17-cv-00663-JFB-SRF   Document 142   Filed 02/05/19   Page 404 of 765 PageID #:
 7103



Case 1:17-cv-00663-JFB-SRF   Document 142   Filed 02/05/19   Page 405 of 765 PageID #:
 7104



–51– 

CONFIDENTIAL – SUBJECT TO PROTECTIVE ORDER 

a dapsone formulation like Taro’s, different parts of the formulation will have 

different amounts of dapsone.114 This non-uniform distribution means the patient 

will not receive the same dose of dapsone each time the patient applies the product 

to the skin, or even within the same application. Stability of the formulation is thus 

critical to maintaining uniformity.115 Moreover, an unstable, phase-separated 

product would appear “ugly and not in a physical manner that you can provide . . . to 

a patient or a customer,”116 resulting in an “inappropriate product.”117  

123. The specification of the ’219 patent repeatedly focuses on storage 

stability of topical pharmaceutical compositions. For example, Figure 1 of the ’219 

patent shows the results of storage stability after 4 weeks both at 25° C and at 40º C 

by comparing formulations A1, which does not contain a polymeric viscosity builder 

comprising A/SA, and A2, which does contain a polymeric viscosity builder comprising 

A/SA.118  

124. The specification also describes a polymeric viscosity builder containing 

A/SA, Polysorbate 80, Sorbitan Monooleate, and Isohexadecane—the components of 

Sepineo P 600.119 The primary role of Polysorbate 80 and Sorbitan Monooleate is to 

114 Ex. 15, Avramoff Dep. 38:20. 
115 See supra Section XI.A.5.b.4. 
116 Ex. 15, Avramoff Dep. 37:7–9. 
117 Id. at 37:14. 
118 Ex. 1, ’219 patent, col. 3 ll. 15–17, ALG_ACZ0000565, at ALG_ACZ0000571; see 
also Ex. 4, ’403 application, specification at 10–11, Fig. 1, ALG_ACZ0000590, at 
ALG_ACZ0000617–18, ALG_ACZ0000627. 
119 Ex. 1, ’219 patent, col. 5 ll. 47–50, ALG_ACZ0000565, at ALG_ACZ0000572. 
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prevent phase separation of the emulgel, which would occur if those surfactants were 

removed.  

125. As part of its NDA, Allergan provided stability data for ACZONE Gel, 

7.5% that showed no significant changes in any stability parameter over time.120 

Specifically, ACZONE Gel, 7.5% maintained a stable appearance, pH, viscosity, 

dapsone distribution, and particle size, as shown in Figure 12.121 

  

120 Ex. 33, NDA No. 207154, Section 2.3.P.2, ALG_ACZ0004105, at 
ALG_ACZ0004111; Ex. 25, NDA No. 207154, Section 3.2.P.2.2, ALG_ACZ0016215, at 
ALG_ACZ00016246. 
121 Ex. 25, NDA No. 207154, Section 3.2.P.2.2, ALG_ACZ0016215, at 
ALG_ACZ0016230–31. 
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Figure 12: ACZONE Gel, 7.5% stability data122
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1     IN THE UNITED STATES DISTRICT COURT

2       FOR THE DISTRICT OF DELAWARE

3    C.A. NO. 17-633 (JFB)(SRF) (Consolidated)

4  -----------------------------------x

5  ALMIRALL, LLC,

6            Plaintiff,

7       vs.

8
  TARO PHARMACEUTICAL INDUSTRIES
9  LTD. and TARO
  PHARMACEUTICALS, INC.,
10

11            Defendants.
  -----------------------------------x
12

13

14          December 21, 2018

15            9:25 a.m.

16

17

18

19     Videotaped deposition of MAJELLA E. LANE,

20  Ph.D., held at the offices of Fenwick & West,

21  LLP, 902 Broadway, Suite 14, New York, New York

22  10010, before Suzanne J. Stotz, Certified

23  Realtime Reporter, Registered Professional

24  Reporter, and a Notary Public of the State of

25  New York.
    **** Job No. 29325
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1  A P P E A R A N C E S:

2

3     Fenwick & West, LLP

4     Attorneys for the Plaintiff

5       902 Broadway, Suite 14

6       New York, New York 10010

7       (212) 430-2749

8       jtrainor@fenwick.com

9     BY: JAMES TRAINOR, ESQ.

10

11     Katten Muchin Rosenman, LLP

12     Attorneys for the Defendants

13       525 West Monroe Street, Suite 1900

14       Chicago, Illinois 60661

15       (312) 902-5200

16       stephen.benson@katten.com

17       kimberly.beis@katten.com

18     BY: STEPHEN P. BENSON, ESQ.

19     BY: KIMBERLY A. BEIS, ESQ.

20

21  ALSO PRESENT:

22       JOE BARRION, Videographer

23

24

25

EcoScribe Solutions   888.651.0505
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1            I N D E X

2

3         EXAMINATION

4                      Page No.

5   MAJELLA E. LANE, Ph.D.

6     BY MR. BENSON           5

7

8

9           E X H I B I T S

10

11   Exhibit     Description         Page No.

12  Exhibit 1     U.S. patent 9,517,219     7

13  Exhibit 2     Lane expert and reply     10
           reports and Amiji rebuttal

14           report

15  Exhibit 3     Provisional 1application    69
           61/728,403

16
  Exhibit 4     List of materials considered 70
17
  Exhibit 22    Warner declaration       164
18           (Previously marked)

19  Exhibit 5     Document Bates stamped     205
           TARO-DG-00000655 through 742

20
  Exhibit 6     Document Bates stamped     242

21           TARO-DG-00000768 through 772

22  Exhibit 7     Article entitled, Recent    251
           expansions in an emergent

23           novel drug delivery
           technology: Emulgel
24

25      (Exhibits attached to transcript.)

EcoScribe Solutions   888.651.0505
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1      THE VIDEOGRAPHER: This is the

2  videographer speaking, Joe Barrion, from

3  EcoScribe Chicago. Today's date is

4  December 21st, 2018. The time on the

5  video monitor is 9:25 a.m. We are here at

6  the offices of Fenwick & West located at

7  902 Broadway, New York, New York, to take

8  the videotaped deposition of Majella Lane

9  in the matter of Almirall, LLC versus Taro

10  Pharmaceutical Industries Limited and Taro

11  Pharmaceuticals, Inc., in the United

12  States District Court for the District of

13  Delaware, Civil Action Number

14  17-633(JFB)(SRF) (Consolidated).

15      Will counsel please identify

16  yourselves and state whom you represent.

17      MR. TRAINOR: James Trainor of

18  Fenwick & West on behalf of the plaintiff

19  Almirall.

20      MR. BENSON: Stephen Benson from

21  the law firm of Katten Muchin Rosenman on

22  behalf of the Taro defendants. And with

23  me today is also Kimberly Beis, also of

24  Katten and also on behalf of the Taro

25  defendants.

EcoScribe Solutions   888.651.0505
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1        THE VIDEOGRAPHER: And will the

2     court reporter, Suzanne Stotz, please

3     swear in the witness.

4    M A J E L L A  E.  L A N E,  P h. D.,

5  having first been duly sworn by a Notary

6  Public, was examined and testified as follows:

7           EXAMINATION

8  BY MR. BENSON:

9     Q.   Good morning, Dr. Lane.

10     A.   Good morning.

11     Q.   How are you this morning?

12     A.   Fine. Thank you.

13     Q.   Good. Have you been deposed

14  previously?

15     A.   Yes.

16     Q.   Okay. In a United States court?

17     A.   Yes.

18     Q.   Okay. So I will run through very

19  quickly just some -- something to refresh your

20  mind about the protocol. I will be asking you

21  a series of questions today relating to the

22  opinions you've provided in connection with a

23  lawsuit Almirall has brought against Taro.

24  Okay?

25        When I ask you a question,

EcoScribe Solutions   888.651.0505
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1     A.   -- the dapsone.

2     Q.   Okay. I'm sorry. We are still on

3  A, right? We are still on that it is what I

4  say it is. But I need you to explain to me,

5  why is it what you say it is? Why is the

6  PVB -- why is the PVB carbomer and the three

7  excipients you describe? Why?

8     A.   I have explained in my second

9  report.

10     Q.   Okay.

11     A.   I am just trying to find exactly

12  where I talk about it.

13        MR. TRAINOR: I could be wrong, but

14     maybe page 12.

15        THE WITNESS: You could be right.

16        Yes, it's on page 12 of the second

17     report.

18  BY MR. BENSON:

19     Q.   Okay.

20     A.   Okay. So here is where I am

21  outlining how Dr. Amiji and I disagree about

22  what the polymeric viscosity builder is. And

23  Dr. Amiji says that the function of the

24  non-polymer excipients is creating an emulsion,

25  and that creating an emulsion has nothing to do

EcoScribe Solutions   888.651.0505
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1  please?

2     Q.   Sure. 7.5 percent dapsone --

3     A.   Yes.

4     Q.   -- 30 percent DGME --

5     A.   Uh-huh.

6     Q.   -- AS/A alone, copolymer alone, not

7  Sepineo, but AS/A alone, and water, does that

8  formulation -- those are the main

9  constituent -- does that formulation have an

10  oil phase?

11     A.   Not as you list the components.

12     Q.   Right. That would be a gel, right?

13     A.   It would be formulation containing

14  AS/A as a copolymer.

15     Q.   Okay. All right. And that would

16  be -- fall within the scope of the claims,

17  right? It's an embodiment of the claims.

18     A.   So -- let's go to the patent. It

19  should be close at hand.

20     Q.   Specifically, the claim would be

21  great.

22     A.   Yeah. Okay. So I'm looking at

23  claim 1. And your question is, does a gel --

24  is that what your question is?

25     Q.   Uh-huh.

EcoScribe Solutions   888.651.0505
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A POSA Would Not Have Been Motivated to Select the Dapsone of the 
Claimed Invention or Its Claimed Concentration of About 7.5% 
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any sic

Id. .

at all

any

i.e.

See

as a broad group
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optimal

See, e.g.

i.e.

see
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optimized

i.e.

A POSA Would Not Have Increased the Concentration of DGME Above 
25%

See
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Id.

Id.

amount
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See

see
See
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See

See
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combinations

i.e.

See

not
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not

some a glycol ether

a glycol ether
 a glycol ether

a glycol ether

a glycol ether

not

preferred 
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other

See id.

some not

 all

Id.
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not

decrease

see

See

See
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The Claimed Concentration Range of the Polymeric Viscosity Builder 
Comprising A/SA Copolymer Was Not Obvious 

See

See

any
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See

see also

See 

See

id.

See
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See

not

See

i.e.

not

not See, e.g.

id.
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Characterization and Stability of emulsion gels 
based on acrylamide/sodium acryloyldimethyl taurate copolymer

Medication adherence among acne patients: a review

Diethylene glycol monoethyl ether: an emerging 
solvent in topical dermatology products
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For acne. 

Propionibacterium acnes

See supra

Dapsone Topical Gel for Acne

see also 
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Streptococcus pyogenes Staphylococcus aureus Escherichia coli
P acnes

Finding a Place for Topical Anti-inflammatory Acne Therapy

see also

See

supra see also

See, e.g.

Propionibacterium 

acnes The Role of Dapsone Gel in the Acne Armamentarium
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P. acnes

For rosacea. 

See

Aczone Fails to Impress for Rosacea

available at

See

See
available at
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See
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See

P. acnes See supra
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above 2.5%

See, e.g

Comparing 2.5%, 5%, and 10% Benzoyl Peroxide on Inflammatory Acne 

Vulgaris
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.

See Pathophysiological 

Mechanisms, Diagnosis, and Management of Dapsone-Induced Methemoglobinemia, 

Dapsone hypersensitivity syndrome 

with circulating 190-kDA and 230-kDA autoantibodies
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See

i.e. See supra

See supra

See, e.g.

multiple

See, e.g
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See, e.g.

Case 1:17-cv-00663-JFB-SRF   Document 142   Filed 02/05/19   Page 522 of 765 PageID #:
 7221



See

acne vulgaris

See
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See

For acne. 

See supra
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See, e.g.

For rosacea. 
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see also

See
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See supra

For acne

rosacea

acne 
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See, e.g.

See supra

See

See supra

See
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See supra

See

For rosacea

See

See supra

see 
See, e.g.

Case 1:17-cv-00663-JFB-SRF   Document 142   Filed 02/05/19   Page 529 of 765 PageID #:
 7228



See supra
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For acne. 

See supra

See, e.g.
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For rosacea. 

See supra

see also
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See supra

See

See
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See supra

For acne

rosacea

acne 

acne

See, e.g.

See supra

See
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See supra

See supra

See

For rosacea

See 

See
See, e.g.
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See supra

See supra 

¶¶

See supra
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supra
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See, e.g.

Dapsone 7.5% Gel: A Review in Acne Vulgaris

See, e.g.

See, e.g.

Banishing Blemishes

Efficacy and Safety of Once-Daily Dapsone Gel, 7.5% 

for Treatment of Adolescents and Adults with Acne Vulgaris: First of Two Identically Designed, 

Large, Multicenter, Randomized, Vehicle-controlled Trials

Safety and 

Pharmacokinetics of Once-Daily Dapsone Gel, 7.5% in Patients with Moderate Acne Vulgaris
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,

Efficacy, Safety, and Dermal

Tolerability of Dapsone Gel, 7.5% in Patients with Moderate Acne Vulgaris: A Pooled Analysis 

of Two Phase 3 Trials

Kate Bosworth on Adult Acne: It Sucks,

available at

 I’ve Only Had One Pimple Since 

Starting This Acne Treatment, available at
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Efficacy, Safety, and 

Tolerability of Topical Dapsone Gel, 7.5% for Treatment of Acne Vulgaris by Fitzpatrick Skin 

Phototype

Clinical Experience With Once-

Daily Dapsone Gel, 7.5% Monotherapy in Patients With Acne Vulgaris

See
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  IN THE UNITED STATES DISTRICT COURT

   FOR THE DISTRICT OF DELAWARE

    C.A. No. 17-663 (JFB)(SRF)

       CONSOLIDATED

ALMIRALL, INC.,

     Plaintiff,

V.

TARO PHARMACEUTICAL INDUSTRIES, LTD., and

TARO PHARMACEUTICALS, INC.,

     Defendants.

   VIDEO DEPOSITION TRANSCRIPT OF

      JULIE HARPER, M.D.

      DECEMBER 10, 2018

        9:11 A.M.

      WELLS FARGO TOWER

     420 20TH STREET NORTH

        SUITE 2200

    BIRMINGHAM, ALABAMA 35203

Job No. 29324

BEFORE CARRIE M. ROBINSON, RPR, CRR, CRI
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1     I, Carrie M. Robinson, RPR, CRR, CRI,

2 Certified Court Reporter of the State of

3 Alabama, and a Notary Public for the State

4 of Alabama at Large, acting as Commissioner,

5 certify that on this date, pursuant to the

6 Federal Rules of Civil Procedure and the

7 foregoing stipulation of counsel, there came

8 before me at the Wells Fargo Tower, 420 20th

9 Street North, Suite 2200, Birmingham,

10 Alabama, 35203, commencing at approximately

11 9:11 a.m. on December 10, 2018,

12 Julie Harper, M.D., witness in the above

13 cause, for oral examination, whereupon the

14 following proceedings were had:

15         (Defendants' Exhibit
          Numbers 1 - 4 were marked
16          for identification.)

17       VIDEOGRAPHER: This marks the

18 beginning of Videotape Number 1 of the

19 deposition of Dr. Julie Harper in the matter

20 of Almirall, Incorporated, versus Taro

21 Pharmaceutical Industry, LTD, and Taro

22 Pharmaceuticals, Incorporated; Civil Action

23 Number 17-663(JFB)(SRF), Consolidated -- all

24 consolidated cases filed in the United

25 States District Court for the District of

EcoScribe Solutions   888.651.0505
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1 Delaware.

2       The date is December 10th, 2018.

3 The time is 9:11 a.m.

4       All attorneys present, will you

5 please state your name and whom you

6 represent.

7       MR. BENSON: Stephen Benson on

8 behalf of Defendants -- the Taro defendants,

9 from the law firm of Katten, Muchin,

10 Rosenman. And with me is Kimberly Beis,

11 also of Katten Muchin and on behalf of the

12 Taro defendants.

13       MS. HAGAN: Elizabeth Hagan of

14 Fenwick & West on behalf of Almirall,

15 Incorporated. And with me I have Rebecca

16 Fewkes also with Fenwick & West.

17       VIDEOGRAPHER: Court reporter,

18 will you please swear in the witness.

19        JULIE HARPER, M.D.,

20 being first duly sworn, was examined and

21 testified as follows:

22          EXAMINATION

23 BY MR. BENSON:

24 Q     Good morning, Dr. Harper.

25 A     Good morning.

EcoScribe Solutions   888.651.0505
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1 Q     -- to help us get on the same

2 page.

3 A     That's fine.

4 Q     So I am looking at Tab 2 of

5 Exhibit 2, and this is the -- what we have

6 referred to as the Garrett I reference. And

7 I'd like to direct you to the Bates ending

8 in 65186.

9 A     Okay.

10 Q     And this is the section

11 Background of the Invention, and I would

12 like you to go to the last sentence of the

13 third paragraph.

14 A     Yes.

15 Q     And take a moment to review that

16 and let me know when you're ready.

17 A     I'm ready.

18 Q     Okay. Now, Garrett is indicating

19 here that there is a study -- it's Nase,

20 2005 -- indicating dapsone antibiotic is

21 effective for treating rosacea when

22 administered orally.

23       Did you review that reference?

24 A     I did not review Nase.

25 Q     Okay. Do you have any knowledge

EcoScribe Solutions   888.651.0505
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1 of dapsone -- oral dapsone having been used

2 to -- or effective in treating rosacea?

3 A     I do not.

4 Q     Okay. Are you aware of any

5 use -- of any prescription of dapsone for

6 the purposes -- orally for the purposes of

7 treating rosacea?

8 A     No.

9 Q     Okay. Have you ever used oral

10 dapsone to treat patients with acne?

11 A     No.

12 Q     Okay. Is oral dapsone

13 available --

14 A     Yes.

15 Q     -- for that purpose?

16 A     It is available, and we as

17 physicians can prescribe it for whatever we

18 want to.

19 Q     Sure. But you yourself have

20 never prescribed oral dapsone to treat acne?

21 A     I prescribe oral dapsone, but I

22 have never prescribed it for acne.

23 Q     Okay. For what reason would you

24 prescribe oral dapsone?

25 A     Most of the time for dermatitis

EcoScribe Solutions   888.651.0505
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1       MS. HAGAN: Objection. You may

2 answer.

3 A     I think they could have expertise

4 in the conditions of acne and rosacea, but I

5 would say they couldn't have expertise in

6 treating them.

7 Q     So even if such a person was

8 fully apprised of all clinical trials

9 relating to the treatment of acne, talks to

10 other physicians, and was active in that

11 regard, you feel they wouldn't have

12 expertise in treating acne?

13       MS. HAGAN: Objection.

14 A     Well, as someone who is a

15 practicing clinician myself, no. I think

16 that would be very difficult because it is

17 one thing to understand these products.

18 It's one thing to talk about how they might

19 work. But it's very different sitting and

20 talking to a patient and dealing with them

21 as they use it and after they've used it.

22 So, no, I think it needs to be a person

23 who's at least had clinical experience.

24 Q     Okay. Do you feel you have a

25 full understanding of the formulation

EcoScribe Solutions   888.651.0505
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1 sciences?

2 A     No, sir. I do not. I'm a

3 clinician.

4 Q     Okay. Do you have any

5 understanding as -- what the role of the

6 DGME plays in the -- with respect to the

7 formulations claimed in the patent?

8 A     Could you repeat that?

9 Q     How does DGME -- let me rephrase

10 it.

11       What, if any, impact do you

12 understand DGME to have on the formulations

13 claimed in the patent at suit?

14 A     So I -- my understanding is that

15 dapsone is not easily solubilized in water.

16 It doesn't play well with water. And so

17 another solvent was needed that we could put

18 in with dapsone, and DGME was the solvent

19 that was able to do that. It keeps the

20 product both dissolved and as a particulate

21 and keeps that in a certain ratio in the

22 follicle. And then also the -- it dissolved

23 can then penetrate through the stratum

24 corneum or through the wall of the upper

25 part of the follicle.
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1 Hopefully it's not too long and -- okay.

2       VIDEOGRAPHER: This ends

3 Videotape Number 1 of the deposition of

4 Dr. Julie Harper. The time is now 9:57 a.m.

5       (Recess was taken.)

6       VIDEOGRAPHER: This marks the

7 beginning of Videotape Number 2 of the

8 deposition of Dr. Julie Harper. The time is

9 now 10:23 a.m.

10 Q     (By Mr. Benson) Welcome back,

11 Dr. Harper.

12 A     Thank you.

13 Q     So one of the -- I think right

14 before the break, you had indicated that the

15 Aczone Gel 7.5 percent product was the only

16 product you had available as a clinician and

17 so the only embodiment of the claims you

18 could speak to in that regard, correct?

19 A     I've had the 7.5 and the

20 5 percent.

21 Q     Okay. And we can agree that

22 5 percent is not claimed in the '219 Patent,

23 correct?

24 A     That is correct.

25 Q     Okay. So the 7.5 percent product

EcoScribe Solutions   888.651.0505
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1 effects on the skin. So I could not make a

2 guess based on what I know about the

3 30 percent. I would have to see data on the

4 40 percent.

5 Q     Okay. All right. Now,

6 Claim 4 -- going back to the patent, Claim 4

7 is also being asserted against Taro. Is

8 that your understanding?

9 A     Yes, sir.

10 Q     Okay. Now, combining Claim 1

11 with Claim 4, you'll agree with me that that

12 also does not disclose to anyone the

13 specific composition of Aczone Gel

14 7.5 percent, right?

15       MS. HAGAN: Objection.

16 A     That is correct.

17 Q     And the same with respect to

18 Claim 5 which is also being asserted against

19 Taro, right?

20       MS. HAGAN: Objection.

21 A     That is correct.

22 Q     Okay. Now, you've given an

23 opinion about unexpected results, correct?

24 A     I have.

25 Q     And one of -- and one of the
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1 unexpected results you believe as a benefit

2 of the claim is the fact that the Aczone Gel

3 product can be administered once a day,

4 right?

5 A     That is correct.

6 Q     But as you sit here today, you

7 have no knowledge as to whether any other

8 formulation of these claims would be

9 effective treatment for acne at once a day,

10 correct?

11 A     I've had no opportunity to use

12 any other product, so I couldn't be

13 surprised by their results.

14 Q     Okay. The question I asked is:

15 As you sit here today, you have no knowledge

16 as to whether or not any other formulation

17 in the claims could be marketed as an

18 effective treatment for acne once a day,

19 right?

20 A     I have no knowledge of any other

21 formulation.

22 Q     Okay. So the unexpected result

23 may be an unexpected result with respect to

24 Aczone Gel 7.5 percent but not necessarily

25 every formulation in the claim. Isn't that
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1 A     That is correct.

2 Q     And when I say "5 percent

3 product," I mean the Aczone Gel 5 percent

4 product. Is that -- so is that your

5 understanding?

6 A     That is correct.

7 Q     Okay. All right. So I'll just

8 keep with that -- with that simplification.

9 It will just move things along.

10       Now, at that time, did you ever

11 prescribe the 5 percent product once a day

12 for patients?

13 A     Yes, I did.

14 Q     Okay. So describe for me a

15 scenario where you would prescribe the

16 5 percent product once a day for a patient

17 in, for example, 2012.

18 A     So the Aczone product itself --

19 you know, we talk about the four

20 pathogenetic targets for acne. And so to be

21 a good treater of acne, you need to

22 understand what your targets are. And they

23 are: Follicular hyperkeratinization, excess

24 sebum, inflammation, and propionibacterium

25 acnes, which is the bacteria. And so we
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1 want to hit as many of the four targets as

2 we can.

3       And Aczone, for the most part, we

4 had relegated to just being

5 anti-inflammatory. Yes, we talk a little

6 bit at some point about is it antimicrobial,

7 but there's no evidence out there that I

8 know of that it's effective against P. acnes

9 in particular. So because it's only hitting

10 one of the four targets, when we used the

11 product, we would most of the time -- I

12 would most of the time be using it in

13 combination with another product.

14       Now, you can stack medicines on

15 top of each other, and sometimes we do that,

16 again, for ease of use. But in this case we

17 would try the Aczone 5 percent once a day

18 and then add, for example, a product like

19 Epiduo the other times a day, because Epiduo

20 now adds a retinoid which is going to help

21 with follicular hyperkeratinization, plus

22 clindamycin, which is an antimicrobial. So

23 now by doing those in combination, I've hit

24 three of the four.

25       And so that's why we would move
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1       C E R T I F I C A T E

2

3   I hereby certify that the above and
  foregoing deposition of Julie Harper, M.D.,
4 was taken down by me in stenotype and the
  questions and answers thereto were
5 transcribed by means of computer-aided
  transcription, and that the foregoing
6 represents a true and correct transcript of
  the testimony given by said witness upon
7 said hearing.

8
   I further certify that I am neither of
9 counsel, nor of kin to the parties to the
  action, nor am I in anywise interested in
10 the result of said cause.

11
   I further certify that I am duly licensed
12 by the Alabama Board of Court Reporting as a
  Certified Court Reporter as evidenced by the
13 ACCR number following my name found below.

14
   Certified on December 21, 2018.
15

16
       /s/ Carrie M. Robinson
17       Carrie M. Robinson, RPR, CRR, CRI
       Court Reporter and Commissioner
18       ACCR#: 71, Expires: 9-30-2019
       Commission Expires: 1-20-2022
19

20

21

22

23

24

25
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IN LIMINE

Attorneys for Plaintiff Almirall, LLC
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in limine

is

See in Limine

Adams Respiratory Therapeutics, Inc. v. 

Perrigo Co

Id. see also Glaxo Group Ltd. v. Torpharm

Adams

WCM Indus., Inc. v. IPS Corp

Adams

See ICU Med., Inc. v. Rymed Techs, Inc ICU Medical 

ICU Medical

Id.
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ICU Medical

Adams

Adams

See,

e.g

Id.

See, e.g

see also

excipients

See

Adams
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properties

See

Intendis GmbH v. Glenmark Pharms , Inc.

Stumbo v. Eastman Outdoors, Inc

See, 

e.g.

can be See Allergan, Inc. v. 

Teva Pharms. USA, Inc

Adams Abbott Labs. v. Sandoz, Inc

Abraxis Bioscience, Inc. v. Mayne Pharma 

Inc see also Intendis

Daubert

See Daubert
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/s/ Anthony D. Raucci 
 

Attorneys for Plaintiff Almirall, LLC
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WCM Indus., Inc. v. IPS Corp.

FEDERAL RULES OF APPELLATE PROCEDURE 
RULE 32.1

WCM Indus. v. IPS Corp., 2016 U.S. Dist. LEXIS 
134079 (W.D. Tenn., Sept. 29, 2016)

35 U.S.C.S. § 284

Chief Judge
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said nut element having an outer 
periphery with a series of radially extending 
lugs that detachably engage an inner surface 
of a cap that fits over said nut
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35 U.S.C. § 284

28 U.S.C. § 1295(a)(1)

Barnes v. City of Cincinnati, 401 F.3d 
729, 736 (6th Cir. 2005) see ClearValue, Inc. v. Pearl 
River Polymers, Inc., 668 F.3d 1340, 1343 (Fed. Cir. 
2012)

Barnes, 401 F.3d at 736

Williams v. Nashville Network, 132 
F.3d 1123, 1131 (6th Cir. 1997)

Symantec Corp. v. Computer Assocs. Int'l, Inc., 
522 F.3d 1279, 1294 (Fed. Cir. 2008)

See Howmedica Osteonics Corp. v. Wright Med. 
Tech., Inc., 540 F.3d 1337, 1343 n.2 (Fed. Cir. 2008)

Symantec,
522 F.3d at 1294
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See Arctic Cat Inc. v. Bombardier 
Recreational Prods. Inc., 876 F.3d 1350, 1371 (Fed. Cir. 
2017)

State Industries, 
Inc. v. A.O. Smith Corp., 751 F.2d 1226 (Fed. Cir. 
1985) Gustafson, Inc. v. Intersystems Industrial 
Products, Inc., 897 F.2d 508 (Fed. Cir. 1990) State
Industries

751 F.2d at 1236

Id.
Gustafson

897 F.2d at 511

State Industries

Shiley, Inc. v. Bentley Labs., 
Inc., 794 F.2d 1561, 1568 (Fed. Cir. 1986)
Cent. Soya Co. v. Geo. A. Hormel & Co., 723 F.2d 
1573, 1577 (Fed. Cir. 1983)) Gustafson

from all the circumstances
897 F.2d at 510-11
State Industries Gustafson

did

35 U.S.C. § 122(b)(1)(A)

See Hyatt v. U.S. Patent & Trademark Office, 797 

F.3d 1374, 1378 n.2 (Fed. Cir. 2015) State
Industries

751 F.2d at 1236

Gustafson,
897 F.2d at 511
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Georgetown Rail Equip. 
Co. v. Holland L.P., 867 F.3d 1229, 1245 (Fed. Cir. 
2017)

Id.

Williams, 132 
F.3d at 1131

§ 284

Halo, 136 S. Ct. at 
1934

Rite-Hite
Corp. v. Kelley Co., 56 F.3d 1538, 1543 (Fed. Cir. 1995)

Halo, 136 S. Ct. at 1932

Id.

must
Id. at 1933

Id. at 1933-34

Read

Read Corp., 
970 F.2d at 828 see Presidio Components, Inc. v. Am. 
Tech. Ceramics Corp., 875 F.3d 1369, 1382-83 (Fed. 
Cir. 2017)
Read

Read

Read Corp., 970 F.2d at 
827

Id.
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Read Corp., 970 F.2d at 827

Id.

Id.

See id. Intra Corp. v. Hamar 
Laser Instruments, Inc., 662 F. Supp. 1420, 1439 (E.D. 
Mich. 1987) aff'd 862 F.2d 320 (Fed. Cir. 1988)

may
up to 35
U.S.C. § 284

Read Corp., 970 F.2d at 
828

Id.
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See

Id. 

Id.
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Id.

See

See
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Id
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Id.
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Id
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even if 
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optionally

See 
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alone

See

i.e.

See also
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Id.

See
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Page 1

1       IN THE UNITED STATES DISTRICT COURT

              DISTRICT OF DELAWARE
2

  ALMIRALL, LLC,                   )
3                                    )

                   Plaintiff,      )
4                                    )

        vs.                        )  Civil Action No.
5                                    )  17-0663

  TARO PHARMACEUTICALS, LTD., et   )
6   al.,                             )

                                   )
7                    Defendants.     )
8

9

10  VIDEOTAPED DEPOSITION OF MANSOOR AMIJI, Ph.D.
11                Chicago, Illinois
12          Wednesday, December 19, 2018
13

14

15

16

17

18

19

20

21

22

23 Reported by:
24 RACHEL F. GARD, CSR, RPR, CLR, CRR
25 JOB NO. 152403
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF DELAWARE

ALMIRALL, LLC, 

Plaintiff, 

v.

TARO PHARMACEUTICAL INDUSTRIES 
LTD. and TARO PHARMACEUTICALS, 
INC., 

Defendants. 

C.A. No. 17-663 (JFB) (SRF) (Consolidated)

“CONFIDENTIAL” Under the Protective Order 

REPLY EXPERT REPORT OF MAJELLA E. LANE, Ph. D. 

I declare under penalty of perjury of the laws of the United States of America that the 

following is, to the best of my knowledge and belief, true and correct. 

Dated: November 20, 2018 

Majella E. Lane, Ph.D. 
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I. Introduction 

1. I am the same Majella E. Lane who previously rendered an expert report 

on behalf of Plaintiff in the above-captioned case on September 11, 2018 (my “Initial Report”).1

I am a Senior Lecturer and the Director of the Skin Research Group at the University College 

London School of Pharmacy, United Kingdom.  My experience and qualifications are described 

more fully in my Initial Report. 

2. My Initial Report sets out my opinion that the use of Taro’s ANDA 

Product in accordance with its proposed labeling would infringe at least claims 1, 2, 4, and 5 of 

the ’219 patent.  I incorporate my Initial Report in its entirety in this, my Reply Report, and use 

the same defined terms as in my Initial Report. 

3. I provide this Reply Report in support of my Initial Report and in response 

to the Rebuttal Expert Report of Mansoor M. Amiji, Ph.D., R.Ph. (“Amiji Report”) on behalf of 

Defendants.  In the Amiji Report, Dr. Amiji opines that Taro’s ANDA Product does not infringe 

the ’219 patent under the doctrine of equivalents, and additionally, that Almirall’s infringement 

claims are barred.  I disagree with the opinions in the Amiji Report, as I further describe below. 

II. Materials Considered 

4. In forming my opinions described in this report, I have reviewed and/or 

relied on: (1) the materials identified in my Initial Report and Exhibit 3 to that report; (2) the 

Amiji Report; (3) the Expert Report of Panayiotis P. Constantinides, Ph.D. dated November 6, 

2018 (“Constantinides Ensnarement Report”); (4) the Responsive Expert Report of Alexander M. 

Klibanov, Ph.D. dated November 16, 2018 (“Klibanov Ensnarement Report”); (5) the 

1 I understand that Almirall, LLC (“Almirall”) has been substituted for the original plaintiff in 
this lawsuit, Allergan, Inc.  My opinions in my Initial Report apply equally as though provided 
on behalf of Almirall as opposed to Allergan, Inc. 
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proposes only that Applicants surrendered polymeric viscosity builders 
consisting of carbomer alone.  He does not propose that Applicants 
surrendered any carbomer-based polymeric viscosity builder, such as 
that employed in Taro’s ANDA Product, as equivalent to the claimed 
polymeric viscosity builder.  Accordingly, Dr. Amiji’s opinions are 
misguided. 

Almirall’s claims are not barred by the disclosure-dedication rule, as I 
understand it.  The statements that Dr. Amiji identifies regarding carbomer 
alone are not a precise and clear disclosure of Taro’s carbomer-based
polymeric viscosity builder, nor do they characterize or otherwise describe it 
as an alternative to the polymeric viscosity builder element of the asserted 
claims. 

My opinion with respect to ensnarement is limited to what the hypothetical 
claim should properly be.  I defer to Drs. Harper and/or Klibanov as to any 
opinion concerning the validity of the hypothetical claim I propose as 
appropriate. 

IV. Legal Standards 

A. Prosecution History Estoppel 

6. I have been advised by counsel that prosecution history estoppel is a legal 

limitation on the range of equivalents available to a patentee under the doctrine of equivalents.  It 

prevents a patentee from recapturing subject matter surrendered during patent prosecution.   

7. I have been advised by counsel that prosecution history estoppel may arise 

in two ways: (1) by making a narrowing amendment to the claim (“amendment-based estoppel”); 

or (2) by surrendering claim scope through argument to the patent examiner (“argument-based 

estoppel”).  I understand that amendment-based estoppel requires an amendment or cancellation 

during prosecution to narrow the literal scope of a claim.  I understand that argument-based 

estoppel requires clear assertions or arguments made by the patentee to the examiner during 

prosecution that show a clear and unmistakable surrender of subject matter. 
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B. Disclosure-Dedication / Dedication to the Public  

8. I have been advised by counsel that a patent applicant who discloses but 

does not claim subject matter has dedicated that matter to the public and cannot reclaim the 

disclosed matter under the doctrine of equivalents.  The disclosure must be precise and clear, and 

of such specificity that a POSA could identify the subject matter that had been disclosed and not 

claimed.   

9. I have further been advised by counsel that before unclaimed subject 

matter is deemed to have been dedicated to the public, that unclaimed subject matter must have 

been identified by the patentee as an alternative to a claim limitation.  Whether a POSA 

ultimately could employ the disclosures of the patent to implement a purported equivalent does 

not amount to actually disclosing to a POSA that equivalent as an alternative to a claim 

limitation. 

C. Ensnarement 

10. I have been advised by counsel that a patentee cannot assert a doctrine of 

equivalents theory if it will encompass or “ensnare” the prior art.  I have further been advised by 

counsel that a hypothetical claim analysis is a practical method to determine whether an 

equivalent would impermissibly ensnare the prior art.   Under this analysis, a patentee proposes a 

hypothetical claim that is sufficiently broad in scope to literally encompass the accused product 

or process.  While slight broadening is permitted, a patentee’s hypothetical claim may not add 

any narrowing limitations.  I understand that if the hypothetical claim would have been allowed 

by the PTO over the prior art, then the prior art does not bar the application of the doctrine of 

equivalents.
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V. The ’219 Patent 

11. I reviewed the claims and the specification of the ’219 patent in my Initial 

Report.  Below, I highlight certain aspects of the claimed polymeric viscosity builder that are 

relevant to my Reply Report. 

12. The ’219 patent’s specification explains that the claimed polymeric 

viscosity builder serves specific functions in the topical pharmaceutical composition of the 

invention.  For example, it influences the quality of the formulation by influencing dapsone 

crystallization and allowing for compositions with increased DGME concentrations.2  It also 

improves the aesthetics of the composition by minimizing the intensity of yellowing of the 

composition as well as the “gritty” feeling upon application.3

13. The specification discloses, as embodiments of the invention, polymeric 

viscosity builders that “comprise” A/SA and that have A/SA as the polymeric base of a multi-

component thickener or emulsion.4  A POSA would understand the ’219 patent to disclose, e.g.,

A/SA-based emulsions formed when the otherwise immiscible oil phase is held in place by 

surfactants to form a stable composition.5  The disclosure specifies that “[i]n some embodiments, 

the polymeric viscosity builder is acrylamide/sodium acryloyldimethyl taurate copolymer, . . . 

Isohexadecane, Sorbitan Oleate, water, and Polysorbate 80,” also referred to in the specification 

2 Ex. 1, ’219 Patent, Abstract, ALG_ACZ0000565, at ALG_ACZ0000566; id., col. 2 ll. 54–61, 
ALG_ACZ0000565, at ALG_ACZ0000570.   
3 Id.
4 See, e.g., id., col. 8 ll. 12-16, ALG_ACZ0000565, at ALG_ACZ0000573; id., col. 10 ll. 49-54, 
ALG_ACZ0000565, at ACZ0000574; id., tbls. 1–4, 6, ALG_ACZ0000565, at ALG_ 
ALG_ACZ0000575–76 (listing “acrylamide/sodium acryloyldimethyl copolymer based 
thickener” and “acrylamide/sodium acryloyldimethyl copolymer emulsion”).   
5 See further Initial Report, paras. 83-87. 
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16. The Amiji Report describes Dr. Amiji’s review of the prosecution history.  

It includes several critical misstatements and omissions, concluding that “the prosecution history 

makes clear the applicants were focused on the novelty of using A/SA as the thickening agent 

and expressly disclaimed Carbomer formulations.”12  To the contrary, the record shows that 

Applicants were focused on the specific amount (7.5%) of dapsone in combination with the 

polymeric viscosity builder (and also with DGME), and that Applicants broadened the 

polymeric viscosity builder claim limitation during the prosecution.  I provide a short summary 

of the ’219 patent prosecution below.   

A. Prosecution of the ’219 Patent 

17. The ’805 application was filed with ten claims covering methods of 

treating a dermatological condition with topical dapsone compositions.  Claim 1 read:13

1. A method for treating a dermatological condition 
comprising administering to a subject in need thereof a topical 
pharmaceutical composition comprising: 

about 7.5% w/w dapsone; 

about 30% w/w to about 40% w/w diethylene glycol 
monoethyl ether; 

about 2% w/w to about 6% w/w of a polymeric viscosity 
builder consisting of acrylamide/sodium acryloyldimethyl 
taurate copolymer; and 

water; 

wherein the topical pharmaceutical composition does not comprise 
adapalene. 

18. Importantly, when filed, each of the claims (directly or indirectly) required 

the use of A/SA solely as the polymeric viscosity builder, by use of the term “consisting of”.14  It 

12 Amiji Report, para. 71.   
13 See ’219 prosecution history, ALG_ACZ0000001, at ALG_ACZ0000025–26. 
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appears that none of the claims as filed – or at any point in the prosecution – referred to 

carbomer. 

19. Among other things, the Examiner rejected the pending claims as obvious 

over WO 2009/108147 (“Garrett I”) in view of WO 2010/105052 (“Hani”), and in further view 

of WO 2009/061298 (“Garrett II”).15  I note that Garrett I is the same prior art upon which the 

Amiji Report and the Constantinides Ensnarement Report rely for their ensnarement opinions.  

The Examiner stated that Garrett I taught topical dapsone compositions with all the features of 

the claimed invention, except: (1) A/SA and the exact claimed amount of A/SA; (2) the exact 

claimed amount of DGME; and (3) the exact claimed amount of dapsone.16  The Examiner noted 

that Hani taught the use of A/SA as a thickener in topical personal care compositions.17  The 

Examiner concluded that the substitution of A/SA (disclosed in Hani) for Carbopol 980 

(disclosed in Garrett I) was prima facie obvious as they were both well known to be suitable 

thickening agents for topical personal care products.18

20. In response to this obviousness rejection, Applicants submitted a 

declaration by a co-inventor of the ’219 patent, Dr. Kevin Warner (the “Warner Declaration”), 

and argued that the claims were not obvious.19  Applicants stated that there were at least three 

distinctions between the invention and the cited art: (1) the specific amount of dapsone (7.5%); 

14 Id.
15 See Nov. 18, 2015 Office Action, p. 8-12, ALG_ACZ0000001, at ALG_ACZ0000060–64. 
16 Id., p. 9, ALG_ACZ0000001, at ALG_ACZ0000061. 
17 Id.
18 See id., p. 10, ALG_ACZ0000001, at ALG_ACZ0000062. 
19 See Feb. 18, 2016 Response and Warner Dec., ALG_ACZ0000001, at ALG_ACZ0000279–
94.
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(2) the use of Sepineo P 600 (a multi-component A/SA-based thickener) as the sole thickening 

agent in a topical dermatological formulation comprising dapsone; and (3) the specific amount of 

Sepineo P 600.20  Applicants specifically distinguished Garrett I on the basis that, whereas 

“Garrett teaches that a preferred composition comprises about 5% w/w dapsone wherein about 

0.85% w/w Carbopol 980 [i.e., carbomer alone] is used as a thickening agent,” “[t]he instant 

claims recite a new formulation of dapsone wherein the active ingredient is about 7.5% w/w 

dapsone and an entirely new thickening agent [i.e., Sepineo P 600] is employed.”21

21. The Warner Declaration submitted concurrently with Applicants’ 

Response described unexpected results from this new combination of elements.22 It described 

the development of a new topical dapsone formulation with a dapsone concentration that was 

higher (7.5% w/w) than the prior dapsone formulation (5% w/w).  According to Dr. Warner, the 

inventors unexpectedly discovered that Carbopol 980 was incompatible with the increased 

amount of DGME needed to dissolve the higher concentration of dapsone and resulted in 

undesirable polymer aggregates.23  On the other hand, the multi-component Sepineo P 600 was 

compatible with the DGME concentration and also provided a smaller dapsone particle size 

distribution.24  Thus, the inventors selected Sepineo P 600 as the gelling agent for the dapsone 

7.5% formulation.25

20 See id., p. 6, ALG_ACZ0000001, at ALG_ACZ0000284. 
21 Id.
22 See id., Warner Dec., ALG_ACZ0000001, at ALG_ACZ0000290–94. 
23 Warner Dec., paras. 7-8, ALG_ACZ0000001, at ALG_ACZ0000291–92. 
24 Warner Dec., para. 10, ALG_ACZ0000001, at ALG_ACZ0000292. 
25 Id.
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22. The Examiner accepted Applicants’ arguments that the claimed 

formulation had unexpected properties and withdrew its obviousness rejection.26  However, the 

Examiner maintained its rejection for lack of enablement over the range of dermatological 

conditions claimed and issued a new rejection based on improper claim dependencies.27

23. In response, Applicants amended the claims as follows (insertions 

underlined and bolded; deletions with strikethrough): 

1. A method for treating a dermatological condition selected 
from the group consisting of acne vulgaris and rosacea 
comprising administering to a subject having the dermatological 
condition selected from the group consisting of acne vulgaris 
and rosacea a topical pharmaceutical composition comprising: 

about 7.5% w/w dapsone; 

about 30% w/w to about 40% w/w diethylene glycol 
monoethyl ether; 

about 2% w/w to about 6% w/w of a polymeric viscosity 
builder comprising consisting of acrylamide/sodium 
acryloyldimethyl taurate copolymer; and 

water; 

wherein the topical pharmaceutical composition does not comprise 
adapalene. 

24. Notably, and as a POSA would understand, Applicants broadened the 

polymeric viscosity builder limitation from “a polymeric viscosity builder consisting of [A/SA]” 

to one “comprising [A/SA].”28 This important detail from the file history is ignored by Dr. 

Amiji in his report.  In their Remarks, Applicants highlighted this broadening amendment and 

26 Mar. 7, 2016 Office Action, p. 2-4, ALG_ACZ0000001, at ALG_ACZ0000503–05.   
27 Id., p. 4-7, ALG_ACZ0000001, at ALG_ACZ0000505–08.   
28 Compare Claims in Feb. 18, 2016 Response, p. 2-3, ALG_ACZ0000001, at 
ALG_ACZ0000280–81 with Claims in Sept. 07, 2016 Response, p. 12-13, ALG_ACZ0000001, 
at ALG_ACZ0000530–31 (emphasis added). 
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A. The Claims Encompass an Emulgel With a Polymeric Viscosity Builder 
Comprising A/SA and Non-Polymer Excipients 

27. Dr. Amiji and I fundamentally disagree about the role that non-polymer 

excipients play in the polymeric viscosity builder element of the asserted claims (and in Taro’s 

ANDA Product, as I describe in the next section).  Dr. Amiji states that “the function of 

Polysorbate 80, sodium monooleate and isohexadecane [i.e., the non-polymer excipients in 

Sepineo p 600] is creating an emulsion” and that creating that emulsion “has nothing to do with 

the claim element reciting a polymeric thickening agent.”34  This is incorrect.  A POSA would 

clearly recognize that the addition of an oil phase (such as isohexadecane) to a formulation 

would alter the viscosity, feel and aesthetic appearance of a topical formulation.35  A POSA 

would also know that emulsifiers such as Polysorbate 80 and sorbitan monooleate are necessary 

to stabilize the oil phase in an aqueous phase.36  Thus, the oil and emulsifiers do not only create 

an emulgel; they create a system that is stable and that has a different appearance and feel than in 

their absence.  A POSA would understand that in an accused product such as an emulgel, the 

polymer, oil and emulsifiers together function as the claim element “a polymeric viscosity 

34 Amiji Report, para. 103.   
35 Dr. Amiji mischaracterizes my report when he describes my opinion as “that the Aczone® 
7.5% gel and Taro’s Product formulations not included an oil-phase those products would be 
“simple liquid formulations not suitable for treatment of acne because they would not stay on the 
skin.” See Amiji Report, para. 102.  To clarify, the exact statement I made in paragraph 84 of 
my report was: “Without their respective polymeric viscosity builders, both Taro’s ANDA 
Product and ACZONE Gel, 7.5% would include only an aqueous phase and would be simple 
liquid formulations not suitable for treatment of acne because they would not stay on the skin”. 
(Emphasis added). 
36 See, e.g., Ex. A, Giulia Bonacucina et al., “Characterization and Stability of Emulsion Gels 
Based on Acrylamide/Sodium Acryloyldimethyl Taurate Copolymer,” AAPS PharmaSciTech,
vol. 10, no. 2 (June 2009) (“Bonacucina”), p. 369;  Ex. B, Excerpts from Raymond C. Rowe et 
al., Handbook of Pharmaceutical Excipients, 6th ed. (2009) (“HPE”), p. 550 (discussing the 
Polyoxyethylene Sorbitan Fatty Acid Esters family); id., p. 675 (discussing the Sorbitan Esters 
family). 
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builder comprising [A/SA]”.  This is not to say “that all thickening agents pursuant to the claims 

must result in emulgels,” as Dr. Amiji asserts;37 while the asserted claims are broader than 

emulgels, they do encompass emulgels, including Taro’s ANDA Product.   

28. In addition to being contrary to a POSA’s understanding, Dr. Amiji’s 

position is inconsistent with the ’219 patent’s specification, which describes an embodiment of 

the claimed invention where the polymeric viscosity builder is an “emulsion” or “[A/SA-]based

thickener” comprising isohexadecane, sorbitan monooleate, and Polysorbate 8038 – the exact 

excipients Dr. Amiji states “ha[ve] nothing to do with the claim element reciting polymeric 

viscosity builder.”39

29. Dr. Amiji mischaracterizes my opinion when he says, “Dr. Lane’s entire 

analysis treats the missing claim element as being Sepineo P 600, instead of A/SA.”40  As I 

described in my Initial Report, Sepineo P 600 is an embodiment of the invention, well-known in 

the art, and specifically identified to the POSA in the ’219 patent’s specification.  The relevant 

comparison is between Taro’s polymeric viscosity builder and the claim term “about 2% w/w to 

about 6% w/w of a polymeric viscosity builder comprising [A/SA]”, and that is the comparison I 

applied in my analysis.   

37 Amiji Report, para. 101. 
38 See, e.g., Ex. 1, ’219 Patent, tbls. 1–4, 6, ALG_ACZ0000565, at ALG_ACZ0000575–76 
(listing “acrylamide/sodium acryloyldimethyl copolymer based thickener” and 
“acrylamide/sodium acryloyldimethyl copolymer emulsion”) (emphasis added); id., col. 5 ll. 47–
50, ALG_ACZ0000565, at ALG_ACZ0000572 (“[i]n some embodiments, the polymeric 
viscosity builder is acrylamide/sodium acryloyldimethyl taurate copolymer, . . . Isohexadecane, 
Sorbitan Oleate, water, and Polysorbate 80.”); id., tbl. 7, ALG_ACZ0000565, at 
ALG_ACZ0000577 (listing “Sepineo P 600”).   
39 Amiji Report, para. 103.   
40 Id., para. 99.   
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highlights would be irrelevant to a POSA in the context of the claimed invention, for the 

following reasons. 

38. Although carbomer and A/SA have different structural features, they are 

both polymeric thickening agents, i.e., they are polymers that swell in the aqueous phase to 

create a three-dimensional network in which drug and solvent are entrapped.  The manufacturing 

process would also not be relevant to a POSA, as it does not change how the polymer or 

copolymer behave when in contact with an aqueous phase.  By contrast, a POSA, upon reading 

the patent and assessing whether an accused product infringes, would understand that the 

rheological characteristics of a topical formulation are critical for its stability, residence time on 

the skin and drug release profile.  Dr. Amiji admits that Taro’s ANDA Product and the ACZONE 

7.5% product have similar rheological profiles.57

39. Dr. Amiji’s analysis is flawed to the extent that he requires that these 

relevant characteristics be solely “attributable to a claimed feature in the ’219 patent, i.e.

A/SA”.58  They are attributable to the polymeric viscosity builder as a whole.  In any event, the 

relevant comparison is between Taro’s carbomer-based polymeric viscosity builder and the claim 

element “a polymeric viscosity builder comprising A/SA” and the question is one of equivalence. 

40. To further support his opinion, Dr. Amiji refers to statements in the 

Warner Declaration comparing Sepineo P 600 to carbomer as thickeners in 7.5 wt. % dapsone 

formulations.59  While the Warner Declaration highlights certain advantages of Sepineo P 600 

over carbomer alone, it never says carbomer cannot be included as part of a greater polymeric 

57 Amiji Report, para. 127. 
58 Id., para. 126. 
59 Amiji Report, paras 122-123.   
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VIII. Almirall’s Infringement Claims Are Not Barred 

43. I disagree with Dr. Amiji that Almirall’s doctrine of equivalents claims are 

barred by three legal doctrines: prosecution history estoppel, disclosure-dedication, and 

ensnarement.63  I have been advised by counsel that whether any of these three legal doctrines 

applies is primarily a legal question and properly the subject of attorney argument.  Below, I 

provide the relevant factual context from the perspective of a POSA. 

A. Prosecution History Estoppel 

44. I have been advised by counsel that there are two types of prosecution 

history estoppel: “amendment-based” and “argument-based”.  Based on my reading of the 

prosecution history from the perspective of a POSA, neither of these doctrines applies. 

45. First, there is no amendment-based prosecution history estoppel because 

Applicants never made a narrowing amendment to the “polymeric viscosity builder” claim 

limitation during the prosecution of the ’219 patent.  To the contrary, a POSA would understand 

that the “polymeric viscosity builder” limitation was broadened, not narrowed, when Applicants 

replaced the close-ended “consisting of [A/SA]” language with the open-ended “comprising

[A/SA]” language.64  Dr. Amiji does not mention this broadening amendment in his report.  

Instead, he focuses on the removal of carbomer-specific claims early in the prosecution of the 

parent application.65

63 Regarding ensnarement, I defer to Drs. Harper and/or Klibanov as to any opinion concerning 
the validity of the hypothetical claim I propose below. 
64 Compare Claims in Feb. 18, 2016 Response, p. 2-3, ALG_ACZ0000001, at 
ALG_ACZ0000280–81 with Claims in Sept. 07, 2016 Response, p. 12-13, ALG_ACZ0000001, 
at ALG_ACZ0000530–31 (emphasis added). 
65 Amiji Report, para. 80. 
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46. Second, there is no argument-based prosecution history estoppel.  The 

prosecution history does not evidence to a POSA that Applicants surrendered the right to assert 

Taro’s polymeric viscosity builder as an equivalent to the corresponding claim element, let alone 

that they did so clearly and unmistakably. 

47. Dr. Amiji relies on Applicants’ submissions to the Patent Office 

distinguishing Garrett I from the claimed invention.66  He also refers to the Warner Declaration 

that described unexpected hurdles when using Carbopol 980 (i.e. carbomer alone), as opposed to 

Sepineo P 600.67  A POSA reading these statements, and the rest of the file wrapper, would 

understand that Applicants believed that thickening agents comprising A/SA, such as Sepineo P 

600, had certain advantages when used in combination with an increased (7.5%) dapsone 

concentration.  A POSA would take note of Applicants’ broadening amendment from “consisting 

of [A/SA]” to “comprising [A/SA]”, which Applicants argued, and the Patent Office agreed, was 

still patentable over the cited art.  A POSA would understand that, if anything, Applicants were 

distinguishing the polymeric viscosity builder of the invention from polymeric viscosity builders 

consisting of carbomer alone, as discussed in Garrett I, which was being cited in support of the 

Examiner’s then-pending rejections of the claims.  A POSA would readily understand this 

context and would not conclude that Applicants clearly and unmistakably surrendered any 

carbomer-based polymeric viscosity builder, including the one employed in Taro’s ANDA 

Product, as the functional equivalent of the corresponding claim element.   

48. Furthermore, Dr. Amiji’s opinion that Applicants’ statements regarding 

carbomer alone evidences a clear and unmistakable surrender of the claimed subject matter is 

66 See id., citing Feb. 18, 2016 Response, p. 6, ALG_ACZ0000001, at ALG_ACZ0000284.   
67 Amiji Report, para. 82.   
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of my testimony, or key terms or concepts presented herein, at any hearing or trial in this 

litigation. 

61. I reserve the right to supplement any testimony in this report in response 

to any judicial determinations including, but not limited to, the opinions of Defendants’ experts, 

and/or in light of additional evidence (including graphic or demonstrative materials) or testimony 

brought forth at trial or otherwise brought to my attention after the date of my signature on the 

cover of this report.  
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   IN THE UNITED STATES DISTRICT COURT

     FOR THE DISTRICT OF DELAWARE

 C.A. NO. 17-633 (JFB)(SRF) (Consolidated)

-----------------------------------x

ALMIRALL, LLC,

          Plaintiff,

     vs.

TARO PHARMACEUTICAL INDUSTRIES
LTD. and TARO
PHARMACEUTICALS, INC.,

          Defendants.
-----------------------------------x

       December 21, 2018

         9:25 a.m.

  Videotaped deposition of MAJELLA E. LANE,

Ph.D., held at the offices of Fenwick & West,

LLP, 902 Broadway, Suite 14, New York, New York

10010, before Suzanne J. Stotz, Certified

Realtime Reporter, Registered Professional

Reporter, and a Notary Public of the State of

New York.
 **** Job No. 29325
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1         C E R T I F I C A T E

2

3

4          I, SUZANNE J. STOTZ, a

5  Registered Professional Reporter, Certified

6  Realtime Reporter, and Notary Public in and for

7  the State of New York, do hereby certify that

8  the foregoing is a true and accurate transcript

9  of the stenographic above-captioned matter.

10

11

12          __________________________

13          SUZANNE J. STOTZ, RPR, CRR

14       My Commission Expires October 17, 2021

15

16

17  DATED: DECEMBER 31, 2018

18

19

20  NOTE: THE CERTIFICATE APPENDED TO THIS

21  TRANSCRIPT DOES NOT APPLY TO ANY REPRODUCTION

22  OF THE SAME BY ANY MEANS, UNLESS UNDER THE

23  DIRECT CONTROL AND/OR DIRECTION OF THE

24  CERTIFYING COURT REPORTER.

25

1        E R R A T A  S H E E T

2     I have read my testimony in the foregoing

3  transcript and believe it to be true and

4  correct to the best of my knowledge and belief

5  with the following changes:

6  PAGE   LINE     CHANGE

7  ______ ______ _________________________

8  ______ ______ _________________________

9  ______ ______ _________________________

10  ______ ______ _________________________

11  ______ ______ _________________________

12  ______ ______ _________________________

13  ______ ______ _________________________

14  ______ ______ _________________________

15  ______ ______ _________________________

16  ______ ______ _________________________

17

18  __________________________ ___________

19  WITNESS SIGNATURE       DATE

20

21  Sworn and subscribed to before me this

22  _____ day of _____________________ , 2019.

23

24  Notary Public of the

25  State of ______________________________.
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