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·1· when I was brought on board with SSCI was to perform

·2· fundamental research on pharmaceutical cocrystals,

·3· essentially to develop the field.

·4· · · ·Q.· · ·Did you prepare pharmaceutical

·5· cocrystals for companies who hired you?

·6· · · ·A.· · ·Yes.

·7· · · ·Q.· · ·Was that at Design Science or only at

·8· SSCI?

·9· · · ·A.· · ·It -- I did not prepare any cocrystals

10· for other companies when I was functioning under

11· Design Science Research.· I prepared research

12· materials on pharmaceuticals.

13· · · ·Q.· · ·What types of research materials?

14· · · ·A.· · ·I worked with compounds such as

15· ibuprofen, to create cocrystals of them to learn

16· about the field in general.

17· · · ·Q.· · ·What types of things were you trying to

18· learn about?

19· · · ·A.· · ·The field of pharmaceutical cocrystals

20· was relatively young at that point, and so

21· essentially the purpose of doing the research was to

22· understand better how they form and what the
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·1· properties were and how they could be changed.

·2· · · ·Q.· · ·In that 2001 time frame, were you able

·3· to predict in advance whether any given cocrystal,

·4· such as one with ibuprofen, would form?

·5· · · ·A.· · ·I would not say I could predict a

·6· particular cocrystal, but I was learning to more

·7· effectively design materials.· But if you're asking

·8· about crystal structure prediction, no.

·9· · · ·Q.· · ·Could you predict whether any particular

10· hydrogen bonds would form between two components of a

11· cocrystal in advance of making it?

12· · · · · · · MS. BURGENER:· Objection.· Outside the

13· · · ·scope of Dr. Childs' declaration.

14· · · · · · · THE WITNESS:· That was part of the

15· · · ·process, was designing materials by evaluating

16· · · ·different hydrogen bond potential.· But you

17· · · ·couldn't predict what would actually occur.

18· BY MS. SWARTZ:

19· · · ·Q.· · ·Okay.· So I understand from your CV that

20· you left -- or Design Science was purchased by SSCI

21· around December of 2001; is that correct?

22· · · ·A.· · ·Yes.
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·1· · · ·Q.· · ·And then at that point, you became a

·2· part of SSCI?

·3· · · ·A.· · ·That's correct.

·4· · · ·Q.· · ·You were at SSCI from January 2002 until

·5· September 2008?

·6· · · ·A.· · ·To clarify, I -- I stayed in Atlanta.  I

·7· never went to SSCI.

·8· · · ·Q.· · ·Okay.· But your employer was --

·9· · · ·A.· · ·I was employed by SSCI in that time --

10· in that time period.

11· · · ·Q.· · ·Okay.· And you indicated before that

12· your work at SSCI included fee-for-service research

13· and performing fundamental research on pharmaceutical

14· cocrystals; is that correct?

15· · · ·A.· · ·That is correct.

16· · · ·Q.· · ·Were those the only two major job

17· responsibilities that you had at SSCI?

18· · · ·A.· · ·There were other responsibilities, but

19· those were my main responsibilities, yes.

20· · · ·Q.· · ·In terms of the fee-for-service

21· research, what types of projects were those?

22· · · ·A.· · ·Companies would come to SSCI in order to
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·1· have us perform what we would call screening

·2· services, screening projects, where they would bring

·3· us a -- active pharmaceutical ingredient, typically,

·4· and ask us to find different crystal forms of that

·5· active pharmaceutical ingredient.

·6· · · ·Q.· · ·Why did they require the services of

·7· SSCI to do that?

·8· · · ·A.· · ·SSCI was a -- a company that specialized

·9· in this area of research.· And typically companies

10· would come to us when their molecule was particularly

11· difficult to use.· Poor properties, for example.

12· · · ·Q.· · ·Did your fee-for-service research

13· include preparing cocrystals?

14· · · ·A.· · ·It did.

15· · · ·Q.· · ·Did it include preparing pharmaceutical

16· cocrystals?

17· · · ·A.· · ·It did.

18· · · ·Q.· · ·Did your work include formulating any

19· pharmaceutical cocrystals?

20· · · ·A.· · ·It did.

21· · · ·Q.· · ·Can you elaborate on that particular

22· work?
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·1· we've had a working relationship, and whenever they

·2· had a cocrystal issue, they would essentially

·3· outsource it to me.

·4· · · ·Q.· · ·What do you mean by a "cocrystal issue"?

·5· · · ·A.· · ·Often cocrystals would be looked at as a

·6· possible solution to a problem that a company might

·7· have.· And so they would look for a cocrystal when

·8· the situation called for it.

·9· · · ·Q.· · ·Can you provide an example of a problem

10· they might have with a cocrystal that they would come

11· to you for?

12· · · ·A.· · ·In -- it wouldn't necessarily be a

13· problem with a cocrystal.· It would be a problem with

14· --

15· · · ·Q.· · ·Understood.

16· · · ·A.· · ·-- the molecule that a cocrystal could

17· potentially solve.· Often this was in two particular

18· categories.· Either the molecule would not

19· crystallize on its own, so it was amorphous, or the

20· molecule, when it did crystallize, had very poor

21· solubility in aqueous systems.· And cocrystals can

22· address those two problems, potentially.
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·1· · · ·Q.· · ·So what would you do at Renovo if

·2· somebody came to you with that particular problem

·3· with an active ingredient?

·4· · · ·A.· · ·I would -- if I were engaged for this

·5· service, I would typically screen the active

·6· ingredient by attempting to cocrystallize it with

·7· different types of coformers.

·8· · · ·Q.· · ·And what's a coformer?

·9· · · ·A.· · ·A coformer is an additional component in

10· a cocrystal.

11· · · ·Q.· · ·How would you go about selecting the --

12· the coformers to screen?

13· · · ·A.· · ·That would be done differently for each

14· compound, in consultation with the company, to

15· incorporate their -- the scope of the screen and

16· their particular needs in terms of the property.· So

17· a collection of coformers would be assembled for each

18· compound independently.

19· · · ·Q.· · ·You referred a few times to doing a

20· screen.· What is a screen?

21· · · ·A.· · ·A screen is just a word we use to

22· essentially do a matrix of experiments:· One active
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·1· pharmaceutical ingredient, many coformers, many

·2· conditions, crystallization conditions.· That

·3· constitutes a screen of these different possible

·4· conditions.

·5· · · ·Q.· · ·Why do you need to examine multiple

·6· different coformers in multiple different conditions?

·7· · · ·A.· · ·We can't predict if a cocrystal will

·8· form, and so we create the conditions where they can

·9· form and find out which cocrystals do form.

10· · · ·Q.· · ·Are you still at Renovo right now?

11· · · ·A.· · ·I am.

12· · · ·Q.· · ·And what percentage of your professional

13· work time is spent at Renovo?

14· · · ·A.· · ·All of it.

15· · · ·Q.· · ·Okay.· Your CV also includes an entry

16· for Amplio Pharma, LLC.· Do you see that?

17· · · ·A.· · ·Amplio.

18· · · ·Q.· · ·My apologies.

19· · · ·A.· · ·That's fine.

20· · · ·Q.· · ·I apologize.· Amplio.

21· · · ·A.· · ·Yes.· Yes.

22· · · ·Q.· · ·Can you explain what Amplio is and what
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·1· you did there?

·2· · · ·A.· · ·Amplio was; it ended in July of 2012.

·3· This was a company I started with some other partners

·4· in order to look at different known FDA-approved

·5· active ingredients to attempt to find cocrystals.

·6· · · ·Q.· · ·Why were you focused on known

·7· FDA-approved active ingredients?

·8· · · ·A.· · ·That was the --

·9· · · · · · · (Reporter clarification.)

10· · · · · · · THE WITNESS:· We focused on compounds

11· · · ·that had already been approved by the FDA that

12· · · ·also presented a potential for improving the

13· · · ·properties through cocrystal formation.

14· BY MS. SWARTZ:

15· · · ·Q.· · ·What types of properties?

16· · · ·A.· · ·The properties varied, although often

17· they just would be focused around a bioavailability.

18· · · ·Q.· · ·What is bioavailability?

19· · · ·A.· · ·It's a term referring to how much of the

20· molecule gets into the bloodstream compared to the

21· dose that you took orally.

22· · · ·Q.· · ·You indicated that you started Amplio
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