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1  IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

2     BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD

3                       *  *  *

4 PREMIER RESEARCH INTERNATIONAL,

5 LLC,

6        Opposer,

7       vs.                  OPPOSITION NO. 91251921

8 MEDPACE, INC.,

9        Applicant.

10                       *  *  *

11           Remote deposition of SEAN RUSSELL,

12 Witness herein, called by the Applicant for

13 cross-examination pursuant to the Rules of Civil

14 Procedure, taken before me, Kathy S. Wysong, a

15 Notary Public in and for the State of Ohio, at

16 3800 Paramount Parkway, Morrisville, North

17 Carolina, on Thursday, March 30, 2023, at 9:11 a.m.

18                       *  *  *
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1 APPEARANCES:

2    On behalf of the Opposer:

3         Alston & Bird LLP

4    By:  Mary Grace Gallagher, Esq.

        1201 West Peachtree Street

5         Suite 4900

        Atlanta, Georgia  30309

6         404.881.7000

        marygrace.gallagher@alston.com

7

   On behalf of the Applicant:

8

        Ulmer & Berne LLP

9

   By:  Paul J. Linden, Esq.

10         312 Walnut Street

        Suite 1400

11         Cincinnati, Ohio  45202

        513.698.5000

12         plinden@ulmer.com

13 ALSO PRESENT:

14         Ellen Teplitzky, In-house Counsel

        Matthew Lauren, Concierge

15         Chinyere Woods, Concierge

16                   *  *  *

17
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1                    SEAN RUSSELL

2 of lawful age, Witness herein, having been first

3 duly cautioned and sworn, as hereinafter

4 certified, was examined and said as follows:

5                  CROSS-EXAMINATION

6 BY MR. LINDEN:

7         Q.   Okay.  Good morning, Mr. Russell.  My

8 name is Paul Linden.  I'm an attorney at Ulmer &

9 Berne, Cincinnati, Ohio, and I represent Medpace,

10 Incorporated in a proceeding in front of the

11 Trademark Trial and Appeal Board, Opposition

12 91251921.

13              Do you understand that we're here

14 today to depose you with respect to Premier

15 Research versus Medpace, Incorporated in that

16 proceeding?

17         A.   I do.

18         Q.   Okay.  And good morning.  How are

19 you?

20         A.   I'm good, thanks.  How are you?

21         Q.   Good.  Mr. Russell, you just took an

22 oath, correct?

23         A.   I did.

24         Q.   What is your understanding of the

25 oath?
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1         A.   That I will tell the truth.

2         Q.   Okay.  And is there anything at issue

3 today or circumstances here today that would

4 prevent you from doing so?

5         A.   No.

6         Q.   Mr. Russell, you have submitted a

7 declaration in this proceeding, correct?

8         A.   I have.

9              (Exhibit 1, declaration, was marked

10 for purposes of identification.)

11 BY MR. LINDEN:

12         Q.   That declaration has been entered

13 into the marked exhibit folder in Exhibit Share.

14 You have access to that declaration.  Can you see

15 that declaration through Exhibit Share?

16         A.   I can.

17         Q.   Okay.  If you wouldn't mind just

18 taking a minute to scroll through the pages of

19 that declaration and let me know when you've had a

20 chance to, at least at a high level, review it.

21         A.   Yeah, it looks like the one I signed

22 off, and my signature is on the bottom of it.

23         Q.   Okay.  And that is -- just to

24 confirm, let's look at page nine.  That is your

25 signature there on the signature line for Sean
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1 Russell, correct?

2         A.   It is, yes.

3         Q.   And you executed this declaration on

4 January 31st, 2023, right?

5         A.   That's the date that's on it.  I

6 guess so.

7         Q.   Before we get into any questions

8 about the declaration, are you aware of anything

9 in the declaration that you know is an error?

10         A.   I'm not aware of any.

11         Q.   And is there anything in this

12 declaration, before we get into any questions

13 about it, that you no longer think is true?

14         A.   No, there aren't any.

15         Q.   Okay.  And you understood when you

16 signed the declaration that you were signing it

17 under penalty of perjury, correct?

18         A.   Yes.

19         Q.   And what is your understanding of

20 signing the document under penalty of perjury?

21         A.   That there's legal consequences for

22 getting it wrong.

23         Q.   Mr. Russell, how did you go about

24 preparing this declaration that you signed for

25 this proceeding?
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1         A.   Preparing the declaration?  The

2 declaration was prepared by our attorneys.  I

3 reviewed it.

4         Q.   Okay.  Did you make any changes to

5 the declaration as prepared by your attorneys?

6         A.   I made some edits.

7         Q.   Do you recall what edits you made?

8         A.   No.

9         Q.   Do you recall how many edits you

10 made?

11         A.   No.

12         Q.   And do you recall when you received

13 the declaration prepared by the attorneys prior to

14 signing it?

15         A.   No, I don't.

16         Q.   Was it a matter of days?

17         A.   I don't know.

18         Q.   Okay.  I'd like to turn to page two

19 of your declaration, Paragraph 6, if you could.

20 Take a moment to read that, please, and let me

21 know when you're ready.

22         A.   I've read Paragraph 6.

23         Q.   Okay.  There's a sentence

24 approximately midway through this paragraph

25 starting on the left-hand column that begins with
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1 the company's booth.  Do you see that?

2         A.   Yeah.

3         Q.   This sentence says the company's

4 booth is usually centrally located and can be

5 visited or seen by anyone walking around the

6 conference hall.

7         A.   Yep.

8         Q.   I read that correctly?

9         A.   Yes.

10         Q.   Is there anything in your declaration

11 that verifies where Premier Research's booths are

12 located in the conferences that you're referring

13 to?

14         A.   Not in the declaration, but I believe

15 we gave you some exhibits which showed the

16 booth -- or some of the booths and their

17 placement.

18         Q.   But nothing in your declaration that

19 would inform this statement in Paragraph 6 that we

20 just read?

21         A.   In this nine pages?

22         Q.   No, in your declaration in total,

23 including the exhibits.

24         A.   There may be some information that

25 can be gleaned from the documentation that was

Page 9

Veritext Legal Solutions

www.veritext.com 888-391-3376

PUBLIC VERSION (REDACTED)



1 attached to it.

2         Q.   Are you aware of any information that

3 could be used to glean support for this statement?

4         A.   I'd have to go back through the

5 exhibits to see if it's in there or not or if it

6 can be determined from it.

7         Q.   Without doing that, can you tell me

8 if there's any information that would support this

9 statement?

10         A.   I'd have to go back through the

11 exhibits.

12         Q.   Okay.  Well, I know that we have the

13 exhibits here that we can look through.  I'd be

14 happy to put them into the marked exhibit folder

15 so you can do so.  I think that might take a few

16 minutes --

17         A.   Okay.

18         Q.   -- and I'm a little concerned about

19 introducing them each as an exhibit so that then

20 you can look through them.  And by concern I mean

21 I think that will take a few minutes.  But if

22 we're going to be referencing the exhibits, if

23 you're going to need to look through them in order

24 to answer questions about statements I'm going to

25 ask you about in your declaration, I think it's
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1 worthwhile to do so here at the outset.  We talked

2 about a concierge being introduced into the Zoom

3 meeting.

4              MR. LINDEN:  Kathy, I don't know if

5 you have any update on when that's going to

6 happen, but I will endeavor to do this, bring it

7 into the marked exhibit folder so we can give

8 Mr. Russell access to these documents.

9 BY MR. LINDEN:

10         Q.   Do you happen to have your

11 declaration in front of you, Mr. Russell?

12         A.   I do.

13         Q.   Yes?

14         A.   I do.

15         Q.   Including the exhibits?

16         A.   Yes.

17              (Off-the-record discussion.)

18 BY MR. LINDEN:

19         Q.   So, Mr. Russell, we've managed to get

20 the exhibits to your declaration at least pulled

21 into your marked exhibit folder for purposes of

22 this deposition.  Each document has a file name

23 that begins with a number, and at least at this

24 point, until they're labeled, we will just refer

25 to them as Exhibit 2 because of the file names.
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1 Do you see the file names and the numbers that go

2 with them?

3         A.   I do.

4         Q.   Okay.  So this is Exhibit A through

5 K, which I believe are all the exhibits attached

6 to your declaration.  You can click on each one

7 accordingly and pull it up into your viewer, and

8 then when you do so, there will be arrows on the

9 right and left side of your screen where you can

10 toggle through the documents.  For instance, if

11 you pull up File Number 02, which is Exhibit A

12 Segment 001, you can use an arrow on the right

13 side of your screen to then get to the next

14 document which is 03, Exhibit A Segment 002.

15 There are twenty files.  Some of them are

16 voluminous, as you know, but I think it's

17 worthwhile doing this to the extent that you're

18 going to tell me that there may be support for

19 your statements that isn't noted in your

20 declaration paragraphs in the exhibits but it's

21 not -- it's not cited in the declaration because I

22 do want to know if there is support for the

23 statements.  I'm going to ask you this type of

24 question fairly frequently.  So we might be

25 stopping so that you can look through your
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1 exhibits and see if you can find anything that

2 supports the statement.

3              But all that being said, I think

4 we're at least logistically set up for you to do

5 that now.  I have no objection to -- if you have a

6 paper copy of your declaration there in front of

7 you to look at it on paper if that's easier for

8 you.  I just want to know, quite frankly, the

9 answer to my question.

10              So all that being said, I think I'll

11 strike whatever question was pending and reboot

12 the question so that we can have a fresh record

13 now that we have the exhibits introduced.  So

14 Mr. Russell, the sentence that we were referring

15 to, Paragraph 6, the company's booth is usually

16 centrally located and can be visited or seen by

17 anyone walking around the conference hall, you are

18 familiar with that statement in your declaration,

19 correct?

20         A.   Yes, I am.

21         Q.   Is there anything in your

22 declaration, including the exhibits, that

23 indicates where Premier Research's booths are

24 located in exhibit halls for trade shows and

25 conferences?
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1         A.   Okay.  I'll need to go through and

2 find them.  So just so you're aware, I'm still

3 waiting for the document to download.  Okay, it's

4 just coming now.  And now I'm waiting for the

5 second page.  That's up.

6              Okay, Mr. Linden, I can answer your

7 question.  There are numerous incidents in those

8 attachments of evidence to support the statement

9 in 6 that the booth was centrally located --

10         Q.   Okay.

11         A.   -- and could be seen by anyone

12 walking around the conference hall.

13         Q.   Okay.  Let's start with the first

14 instance you've seen.

15         A.   Go to Exhibit F.

16         Q.   Actually, now that I think about it,

17 let me strike that question because we're going to

18 have to introduce these documents and get them

19 labeled as exhibits, so strike the last question

20 about go to the first instance you've seen and

21 we'll just walk through them to make sure they're

22 of record.

23              So in answering that last question,

24 Mr. Russell, did you have the opportunity to look

25 through all the exhibits attached to your
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1 declaration?

2         A.   I did.

3         Q.   And are they labeled Exhibits A

4 through K?

5         A.   They are.

6         Q.   And did you look at them using

7 Exhibit Share?

8         A.   I did.

9         Q.   Okay.  Terrific.

10              (Exhibit 2, PREMIER000441-446, was

11 marked for purposes of identification.)

12 BY MR. LINDEN:

13         Q.   Let's go to the document that's

14 labeled 02.

15         A.   You mean Exhibit A Segment 02?

16         Q.   Yeah.  So the file -- let me refer to

17 it as the file name.  I'm having a hard time --

18 I'm having a hard time viewing the documents.

19              MS. GALLAGHER:  Yeah, I'm not able to

20 view that one.  It says I need to download it.

21              THE WITNESS:  Mine is starting at 03.

22              MR. LINDEN:  Matthew, are you able to

23 pull it up for us to view?

24              THE CONCIERGE:  So I don't know if

25 you guys want this on the record or not.
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1              MR. LINDEN:  That's fine.

2              THE CONCIERGE:  So as you guys are

3 going through right now, I am introducing the

4 exhibits and adding the stamps.  So if you look

5 all the way at the bottom, I've done Exhibits 1

6 through 6 as of now.  They're just labeled --

7 they're, like, properly introduced now so it's

8 going to be Exhibit -- they're still Exhibit 1

9 through 6 in order, it's just not how you had it

10 labeled before but they have the stamps on it as

11 of now.

12              MR. LINDEN:  Okay.  So --

13              THE CONCIERGE:  Well, Exhibits 1

14 through 6 do.  I'm still working on it.

15              THE WITNESS:  I can see Exhibit 2

16 now.

17              THE CONCIERGE:  You're just going to

18 have to refresh, everybody.  So just reclick on

19 the marked exhibit folder and you'll be able to

20 see it at the bottom and then once I'm done, it

21 will be back in order.

22 BY MR. LINDEN:

23         Q.   So then pulling up what's been marked

24 now as Exhibit 2, Mr. Russell, do you know what

25 that document is?
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1         A.   It hasn't loaded yet.  Okay.  It's up

2 now.

3         Q.   Okay.  So looking at the document

4 that's been labeled as Exhibit 2 for purposes of

5 this deposition, are you familiar with that

6 document?

7         A.   The content looks familiar.

8         Q.   Are you familiar with it as an

9 exhibit -- at least part of Exhibit A to your

10 declaration that you submitted in this matter?

11         A.   Yeah, this does look familiar.

12 Originally looking at it, it's just familiar.  I

13 don't remember where I've seen it.

14         Q.   Okay.  Did you, prior to signing your

15 deposition, review the exhibits that were attached

16 to it?

17         A.   I did.

18         Q.   Okay.  So just looking at it on

19 screen, you see the cover page says Exhibit A,

20 Part 1, correct?

21         A.   Yeah.

22         Q.   So this is Exhibit A, Part 1 to your

23 declaration that you submitted in the opposition

24 proceeding that we're here to depose you about?

25         A.   It is.
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1              (Exhibit 3, PREMIER000447-452, was

2 marked for purposes of identification.)

3 BY MR. LINDEN:

4         Q.   Okay.  I think if you use the arrows

5 on the right-hand side of your screen, you should

6 be able to toggle to the next one, which will be

7 Exhibit 3.  Are you able to do that?

8         A.   I'm waiting for it to load.  It came

9 up as Exhibit A, Part 2.

10         Q.   Okay.  And it's in the lower

11 right-hand corner, the first page at least,

12 labeled Exhibit 0003.  Do you see that?

13         A.   Yep.

14         Q.   Do you recognize this document?

15         A.   Yeah.

16         Q.   And did you review this document

17 prior to signing your declaration?

18         A.   Yeah.

19         Q.   And is this document part of -- at

20 least the second part of Exhibit A to your

21 declaration?

22         A.   Yeah, it's numbered as such.

23         Q.   Okay.  Let's go to the next one.

24              (Exhibit 4, PREMIER000447-452, was

25 marked for purposes of identification.)
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1 BY MR. LINDEN:

2         Q.   Toggle to the right so you can see

3 what's been labeled as Exhibit 4 in the lower

4 right-hand corner.  Do you see that?

5         A.   Still waiting for it to load.

6         Q.   Okay.

7         A.   Yep, Exhibit 4.

8         Q.   Okay.  And do you recognize this

9 document as --

10         A.   As -- is there a question,

11 Mr. Linden?

12         Q.   No.  No, I'm trying to figure this

13 out.  So it looks like it's the same document as

14 Exhibit 3, unless I'm mistaken.

15              MS. GALLAGHER:  That's what I can see

16 as well.

17              MR. LINDEN:  Yeah.  Okay.  I think

18 that one has been marked twice, Matthew, but I

19 think we'll just go with it at this point since

20 you're probably well into the teens on marking

21 exhibits.

22 BY MR. LINDEN:

23         Q.   Exhibit 4, I'll just put this on the

24 record, looks like also Exhibit A, Part 2 which

25 has also been marked Exhibit 3.  It's labeled the
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1 same file name, which you can see at the top of

2 the screen.

3              (Exhibit 5, PREMIER000453-460, was

4 marked for purposes of identification.)

5 BY MR. LINDEN:

6         Q.   So let's move to what's been marked

7 as Exhibit 5, Mr. Russell.  Okay.  Document marked

8 as Exhibit 5, hopefully you can access that, let

9 me know when it's loaded.

10         A.   Yeah, it's loaded.

11         Q.   Okay.  And do you recognize this

12 document as Exhibit A, Part 3 to your declaration?

13         A.   Yeah.

14         Q.   And did you review this document

15 prior to signing your declaration?

16         A.   Yes.

17              (Exhibit 6, PREMIER000461-465, was

18 marked for purposes of identification.)

19 BY MR. LINDEN:

20         Q.   Okay.  Let's go to the next document,

21 Exhibit 6.  Tell me when it's loaded, please.

22         A.   I've got it.  Exhibit A, Part 4,

23 Exhibit 6.

24         Q.   Okay.  Do you recognize this document

25 as Part 4 of Exhibit A to your declaration?
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1         A.   I do.

2         Q.   And did you review this document

3 prior to signing your declaration?

4         A.   I did.

5              (Exhibit 7, PREMIER000466-476, was

6 marked for purposes of identification.)

7 BY MR. LINDEN:

8         Q.   Okay.  Are you able to toggle now

9 over to a document marked Exhibit 7?  Are you able

10 to do that, and if so, please tell me when it's

11 loaded?

12         A.   I toggled to 5 and it did nothing.

13              MS. GALLAGHER:  Sean, you might have

14 to refresh the full case file site.  That's what I

15 had to do to get it to load.

16              THE WITNESS:  Oh, he must have moved

17 those since I started looking at them.  So I'm

18 going to Exhibit 7?

19 BY MR. LINDEN:

20         Q.   Correct.

21         A.   007-06?

22         Q.   Correct.

23         A.   Okay, I've got it open.  It says

24 Exhibit A, Part 5, and Exhibit 0007.

25         Q.   Do you recognize this as Part 5 to
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1 Exhibit A of your declaration?

2         A.   Yeah, it's our material.

3         Q.   Okay.  Did you review this document

4 prior to signing your declaration?

5         A.   Yes.

6         Q.   Okay.

7              (Exhibit 8, PREMIER000477-483, was

8 marked for purposes of identification.)

9 BY MR. LINDEN:

10         Q.   The next one, Exhibit 8, please let

11 me know when it's loaded for you.

12         A.   Okay, it's up.  It's Exhibit A, Part

13 6, 08.

14         Q.   And do you recognize it as Part 6 to

15 Exhibit A of your declaration?

16         A.   Yes.

17         Q.   And did you review this before

18 signing your declaration?

19         A.   I did.

20              (Exhibit 9, PREMIER000484-489, was

21 marked for purposes of identification.)

22 BY MR. LINDEN:

23         Q.   Go to Exhibit 9.  Please let me know

24 when it's loaded for you.

25         A.   Okay, it's up.  Exhibit A, Part 7,
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1 009.

2         Q.   Okay.  It says Exhibit A, Part 7, as

3 you said.  Do you recognize this as Part 7 to

4 Exhibit A of your declaration?

5         A.   Yes.

6         Q.   And did you review Part 7 of Exhibit

7 A to your declaration before signing your

8 declaration?

9         A.   I did.

10              (Exhibit 10, PREMIER000490-496, was

11 marked for purposes of identification.)

12 BY MR. LINDEN:

13         Q.   Keep going.  The next one is Exhibit

14 10.

15         A.   Yeah, it's up.

16         Q.   It says on the first page Exhibit A,

17 Part 8.  Do you recognize this document?

18         A.   Yes, I do.

19         Q.   Is it Part 8 to Exhibit A of your

20 declaration?

21         A.   It is.

22         Q.   And did you review this document

23 prior to signing your declaration?

24         A.   I did.

25         Q.   All right.  Before we move on to the
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1 next one, I want to draw your attention back to

2 your declaration, which is Exhibit 1.  And in

3 particular I'd like to ask you about Paragraph 8,

4 so if you could perhaps read Paragraph 8 and let

5 me know when you've had a chance to do that.

6         A.   This is from the affidavit?

7         Q.   Correct.  So if you go back to

8 Exhibit 1 for this deposition, it's your

9 declaration that you signed.  I'm going to ask you

10 about Paragraph 8 which begins on the bottom of

11 page two and carries over to page three.

12         A.   Got it.  Yeah, I've read it.

13         Q.   Okay.  The last sentence of Paragraph

14 8 says Exhibit A is a true and correct copy of the

15 website at premier-research.com, correct?

16         A.   It's not a true and correct copy of

17 the website.  It's got elements of the website.

18         Q.   Okay.  What do you mean by that,

19 Mr. Russell?

20         A.   Well, the website is enormous.  If I

21 were to print out every page that's on the

22 website, it would be the size of a document that

23 we wouldn't be looking at on the screen here.

24         Q.   Okay.  So we just marched through

25 several parts to Exhibit A to your declaration.
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1 Your declaration says it's a true and correct copy

2 of the website at Premier Research.  Did you

3 recognize the documents of Exhibit A to be copies

4 of portions of your website at

5 premier-research.com?

6         A.   Yeah, those are pages that were used

7 on the website.  I don't know for sure if they're

8 still up.

9         Q.   Okay.  And I'm going to ask you to go

10 back to Exhibit 2, which should be Part 1 of

11 Exhibit A.  I'm currently trying to do so and

12 waiting for it to load.  You might have to wait a

13 little bit too.

14         A.   So give me the number to go back to

15 again.

16         Q.   Exhibit 2, 002.

17         A.   Yeah, I'm there.

18         Q.   It's loaded for you then?

19         A.   Yes.

20         Q.   Okay.  So let me scroll down to page

21 two of that document, not the cover page but the

22 first document with any sort of images and text on

23 it.

24         A.   Yeah.

25         Q.   So according to your declaration,
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1 this document is pulled from your website,

2 correct?

3         A.   Yeah.

4         Q.   And if you look in the top right-hand

5 corner, you should see text that begins

6 screenshot-premier-research.com.  Do you see that?

7         A.   The top right-hand corner.  I'm

8 seeing nimbus screenshot app print.

9         Q.   Right.  And just below that to the

10 right there's a right justified paragraph of text

11 that begins screenshot-premier-research.com.

12         A.   I don't see that.  Under nimbus

13 screenshot app print, I've got a blue box with

14 read more in it.  Am I on the wrong page?

15         Q.   No, I think you're on the right page.

16 It's very small text.

17              MR. LINDEN:  I don't know, Matthew,

18 can you zoom in on that so we can --

19              THE WITNESS:  So let me make sure I'm

20 on the right page.  I've got a title page and then

21 the next page says -- I've got biometrics screen

22 panel on a visual panel.  Is that the one?

23 BY MR. LINDEN:

24         Q.   That is the one.

25         A.   I've gone down to the second page.
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1 All right.  So, yes, I do see

2 screenshot-premier-research.com-2021-05.06.

3         Q.   Okay.  So does that indicate to you

4 what date this information was pulled from the

5 website?

6         A.   It looks like it was pulled from the

7 website on 2021, May 6th I guess; but I don't know

8 who pulled that and what format they were using.

9         Q.   Okay.  And if you could then,

10 Mr. Russell, scroll down to page four of the pdf.

11         A.   Page four.

12         Q.   It is --

13         A.   What does it look like?

14         Q.   I'll give you a document number.  So

15 if you remember from our deposition for discovery

16 in this matter, all these pages are, I believe,

17 should be anyway, marked in the lower right-hand

18 corner with a particular number.  If you scroll to

19 the bottom of any page, you should see a number

20 that begins Premier and then a series of six or

21 seven digits.  For instance, the document -- the

22 page that I want you to refer to has PREMIER000444

23 on it in the lower right-hand corner.

24         A.   Okay.  I'm there.

25         Q.   So that document at the top has a
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1 blue box that says biostatistics.  Do you see

2 that?

3         A.   Yes.

4         Q.   Okay.  And again I'm going to ask you

5 about the label at the top right-hand corner, it

6 says screenshot-premier-research followed by what

7 appears to be a date.  Do you see that?

8         A.   I do.

9         Q.   And what date was this information

10 pulled from Premier's website?

11         A.   2021, May 6th.

12         Q.   I'm sorry, what did you say?

13         A.   2021, May 6th.  But I'm seeing

14 another date underneath that says -- it looks like

15 it says July 5th, 2021.  So I can't tell which one

16 is referencing when the screenshot was made.

17         Q.   Right.  Let's make sure we're looking

18 at the right page here.  If you go in -- it's a

19 little bit confusing because the page break isn't

20 terribly large in these documents on the viewer,

21 but there's a document that in the lower

22 right-hand corner of the document is labeled

23 PREMIER000444.

24         A.   Yep.

25         Q.   And then I need you to scroll back up
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1 to the top of that document.  And then asking you

2 again, the label on it, it says

3 screenshot-premier-research.com and it gives a

4 date.

5         A.   Well, there's two dates in that

6 paragraph.  The one right after the

7 screenshot-premier-research.com says 2021, May

8 6th.  And then the end of the paragraph there's a

9 date that says July 5th or -- yeah, July 5th,

10 2021.

11         Q.   Right.  And then if you look over on

12 the far left-hand top corner of that document, you

13 might see 5/7/2021.  Do you see that?

14         A.   No.  Over on the top?

15         Q.   Top left --

16         A.   Oh, yes, I do.

17         Q.   -- corner.

18         A.   Oh, yeah.

19         Q.   I'll submit to you then the date at

20 the very bottom of this label for this document is

21 not in the standard American way of doing dates,

22 it's actually day, then month, then year; is that

23 right?

24         A.   I can't tell.

25         Q.   So are you familiar, just looking at
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1 this document then, when it was pulled from

2 Premier's website?

3         A.   Not at all.

4         Q.   I'm sorry?

5         A.   It was pulled in 2021 by the looks of

6 that.

7         Q.   Okay.

8         A.   I can't tell whether it was done in

9 June or July from those dates.

10         Q.   Okay.  Now, I -- we have -- this is a

11 voluminous exhibit, Mr. Russell.  We've just

12 walked through several parts of it.  I don't

13 necessarily want to go through this exercise for

14 the entire exhibit; but generally speaking, were

15 all the copies included in Exhibit A of Premier

16 Research's website pulled from 2021, to your

17 knowledge?

18         A.   I don't know.  I didn't pay attention

19 to that going through it.

20         Q.   Are you aware of when Premier

21 Research first used built for Biotech on its

22 website premier-research.com?

23         A.   2017, 2018.

24         Q.   On its website?

25         A.   Yeah.
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1         Q.   Do you have any evidence in your

2 declaration that shows Premier Research using

3 built for Biotech on its website in 2017?

4         A.   I don't in the documentation that

5 we're reviewing today.

6         Q.   And is that answer based on the

7 review of the exhibits that you just conducted for

8 purposes of this deposition when you were

9 answering a question earlier today?

10         A.   Could you be more detailed with the

11 question?  Is what?  What are you trying to get

12 to?

13         Q.   Well, you said that there's no

14 information in your declaration that shows use of

15 built for Biotech on premier-research.com in 2017,

16 correct?

17         A.   I didn't say that there was no use of

18 built for Biotech on premier-research.com in 2017.

19         Q.   There's no information in your

20 declaration that shows use of built for Biotech on

21 premier-research.com in 2017, correct?

22         A.   That's correct.

23         Q.   Okay.  And there's no information in

24 your declaration that shows use of built for

25 Biotech on premier-research.com in 2018, correct?
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1         A.   I would need to go back through the

2 conference images that are in there because some

3 of them are going back quite a ways.

4         Q.   Well, I'm not --

5         A.   If you're only looking at the

6 website, then I'm not seeing it on the pages that

7 we just looked at.

8         Q.   Right.  I am only looking at it on

9 the website.  That is the nature of my question.

10 I'm looking at whether there's anything in Exhibit

11 A that shows use of built for Biotech on

12 premier-research.com in 2018?

13         A.   Well, I haven't seen anything yet,

14 what we're going through here.

15         Q.   Well, so Exhibit A are true and

16 correct copies of the website at

17 premier-research.com with the caveat that you said

18 it's not the entire website, it's just portions of

19 it you testified earlier.  So if you need time to

20 look through Exhibit A again and check all the

21 dates as we have been doing, I'll be happy to give

22 you time to do that.  It's very important for this

23 case to determine whether there's any use shown in

24 your declaration of built for Biotech on Premier

25 Research's website prior to June 26th, 2019.  So I
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1 would be happy to give you time to look at Exhibit

2 A if you need to to confirm an answer to a

3 question -- that question, but if you just know

4 the answer to it, you can tell me.

5         A.   So we were using it on the website,

6 but it looks like the screenshots have been pulled

7 from 2021 and they don't -- didn't pull

8 screenshots that have built for Biotech on it.  So

9 to answer your question strictly to the letter in

10 terms of the attachments to this declaration, it

11 does not appear that we attached the evidence of

12 the use of built for Biotech on our website in the

13 exhibits.

14         Q.   Okay.  So I know that we haven't

15 actually asked a lot of questions and answered a

16 lot of questions but we have been on the record

17 for about an hour.  I'd like to take a quick

18 break.  Five minutes is fine for me.  Is that

19 enough for you?

20         A.   Yeah, sure.

21              MR. LINDEN:  Okay.  Can we take five

22 minutes, please?

23              (Pause in proceedings.)

24 BY MR. LINDEN:

25         Q.   Okay.  Back on the record here,
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1 Mr. Russell, after a fifteen-minute break.  Prior

2 to the break you testified that the first time

3 Premier Research used built for Biotech on its

4 website premier-research.com was sometime in 2017.

5 What is that -- what is your understanding of that

6 based on?

7         A.   I would have been involved in the

8 content that -- and the design of the website back

9 then, and if we were active with a trademark, we

10 would have used it there, especially since we

11 started using it in front of customers.  I'm not

12 sure if we've got an archive of the content of the

13 website going back that far.  We do have an

14 archive of a lot of our material going back to

15 2018, 2017 I think, but I don't think we've got

16 one on the website.

17         Q.   Do you recall being deposed for this

18 proceeding before today?

19         A.   By you, yes.

20         Q.   Okay.  And that deposition, I'll let

21 you know, was October 25th, 2022.  Is that about

22 when you think it happened?

23         A.   I have no clue.

24         Q.   But you do recall being deposed by me

25 for purposes of this proceeding?
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1         A.   Yeah.  It was a very good experience.

2         Q.   Between that deposition and today,

3 were you able to check any archives of

4 premier-research.com's website?

5         A.   No, I did not.

6         Q.   Do you recall being asked during that

7 deposition when Premier Research first used built

8 for Biotech on its premier-research.com website?

9         A.   No, I don't.

10         Q.   Would you be surprised to know that I

11 asked you the question when did Premier Research

12 first use built for Biotech on any of those domain

13 websites and at that time we just marched through

14 the various websites that Premier Research used?

15         A.   I don't remember that specific

16 dialogue.

17         Q.   Do you recall what your answer to

18 that question was?

19         A.   I don't remember the dialogue.

20         Q.   Would you be surprised to find out

21 that your answer was I don't know?

22         A.   Okay.

23         Q.   Would you be surprised to find out

24 that was your answer during the deposition, I

25 don't know?
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1         A.   I would not be surprised that that

2 was the answer.

3         Q.   And you just told me that you didn't

4 check any archives between then and now so I'm

5 just wondering what have you done since the

6 previous deposition to now tell me during today's

7 deposition that the first time Premier Research

8 used built for Biotech on its website was 2017?

9         A.   Because I'm aware that we first

10 started using it in 2017 with customers, and we

11 had a different website structure back then.  I

12 was involved in it.  We would not have had a

13 website that didn't reflect the current branding

14 so it's reasonable to assume that the Biotech

15 trademark was being used on the website back then.

16         Q.   So your testimony that it was used in

17 2017 is then based on an assumption; is that

18 right?

19         A.   It's based on my understanding of how

20 we operate and my involvement in the production of

21 the website content and design, and an assumption

22 that we would have been using our primary market

23 positioning on our website at that time.

24         Q.   It's certainly not based on any

25 documentation that has been submitted in this
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1 proceeding, correct?

2         A.   None that I've seen.

3         Q.   And it's certainly not based on any

4 documentation that you submitted with your

5 declaration in Exhibits A through K, correct?

6         A.   I might need to look back at the

7 latter ones.  I might need to look at the latter

8 ones again.  I was looking for something different

9 the last time I went through.

10         Q.   Yeah, sure, we can do that.  If you

11 want to take some time to do that.  I don't know

12 if it's easier for you to do it through Exhibit

13 Share or leaf through the physical declaration

14 that you have in front of you.  Either way is

15 fine.  We can locate it on the Exhibit Share

16 documents which have been entered into the record,

17 so whichever is easier for you, Mr. Russell, but I

18 am looking for any documentation that supports the

19 statement that you just testified to that Premier

20 Research first started using built for Biotech on

21 its website in 2017.  And actually while you're

22 doing that, because my next question is going to

23 be are there any documents in your declaration

24 that shows the use of built for Biotech by Premier

25 Research on its website prior to June 26th, 2019.
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1         A.   What dates in 2019?  Mr. Linden.

2 You're on mute.

3         Q.   Sorry about that.  June 26th, 2019.

4         A.   Okay.  So I've plenty of uses of

5 built for Biotech prior to June 26th, 2019.  I've

6 got an exhibit -- a photograph of an exhibit here

7 with our website up on it with built for Biotech

8 on it but I'm trying to find a date for that.

9         Q.   So is that in your declaration

10 somewhere or the exhibits thereto?

11         A.   Yeah, this is the declaration I

12 pulled out of Exhibit G.  It looks like it was in

13 with the files from 2017, but --

14         Q.   So let me just be clear.  I really

15 need you just to look at your declaration and the

16 exhibits because that's what we're -- that's what

17 we've noticed you for deposition today; you put in

18 a declaration with the exhibits attached.  So if

19 you have something for me that's in your

20 declaration with the exhibits attached, A through

21 K, that shows use on Premier Research's website of

22 built for Biotech prior to June 26th, 2019, that's

23 what I want you to show me.  So let's see it.

24         A.   So I'm only showing -- I'm only

25 looking through the exhibits that were attached to
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1 the exhibit.

2         Q.   Okay.  Great.

3         A.   And what I've got is what looks like

4 a TV screen running our website at a trade show.

5 And the point I was trying to make is that while

6 that one is not dated, I'm looking at the other

7 images to see if it's part of another package that

8 was dated.  It was mixed in with the 2017

9 pictures.

10         Q.   Well, which document are you

11 referring to so I can look at what you're

12 referring to?  And it might be easier, while you

13 could tell me the exhibit first, but you can also

14 reference it by the number in the lower right-hand

15 corner that we've talked about that begins Premier

16 and then has a list of digits.

17         A.   I'm in Premier -- I'm in Exhibit G,

18 Part 1.

19         Q.   Okay.

20         A.   And go to PREMIER000154.

21         Q.   Okay.  I see that, sir.  So what are

22 you saying that PREMIER000154 shows?

23         A.   It shows a TV screen with website

24 content running on it, and the website content is

25 showing built for Biotech, among other things.
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1         Q.   What is the basis for your

2 understanding that that is showing Premier

3 Research's website?

4         A.   Because I know how we work.

5         Q.   And is that included in your

6 declaration anywhere?

7         A.   Is what included?

8         Q.   The testimony regarding what is being

9 shown on screens on your trade show website.

10         A.   What's being shown on screens?  I

11 think the declaration said that we had presented

12 examples of the evidence of built for Biotech

13 being on our website.

14         Q.   Correct, in Exhibit A.  If we go back

15 to Paragraph 8, you said Exhibit A, which is a

16 true and correct copy of the website at

17 premier-research.com.

18         A.   Yeah, but I think that's evidence

19 that we were using built for Biotech on our

20 website which has been shown on this exhibit

21 conference, and it appears to be -- I don't have a

22 document date for when that ran yet.  It's before

23 June 3rd, 2019 in this list of documents here.  I

24 need to do more research if you need something

25 more precise than that.
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1         Q.   What else is shown on that screen

2 during trade shows?

3         A.   What?

4         Q.   What else would Premier Research show

5 on screens at its trade show exhibits?

6         A.   Look at 00160 and you'll see another

7 screen on that same screen.

8         Q.   But generally speaking, since you

9 testified that you know how it works, what is

10 running on the screens during trade shows at

11 Premier Research's display?

12         A.   A promo loop.

13         Q.   And what does that mean, a promo

14 loop?

15         A.   It's the -- either a section of the

16 website or the graphics from the website collected

17 into a loop like you do a slideshow, which are

18 photographs.

19         Q.   And has Premier Research -- well, no,

20 strike that.

21              Have you in your declaration shown

22 any images from this promo loop beyond what's just

23 in these screenshots?

24         A.   I think there's bits and pieces of

25 them in the other conferences -- conference
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1 images.  Yeah, there's another one there in blue.

2         Q.   What -- what indicators from what

3 you're seeing on the screen -- TV screen shown in

4 PREMIER000160 indicates to you that it is from a

5 website?

6         A.   Well, I know the content.

7         Q.   So it's based entirely on your

8 personal knowledge; is that correct?

9         A.   It's based entirely on my expert

10 knowledge.

11         Q.   I've asked you if it's based on your

12 personal knowledge?

13         A.   Well, yes.

14         Q.   So when I deposed you in October and

15 asked you when is the first time Premier Research

16 used built for Biotech on its website,

17 premier-research.com, and there were a number of

18 other websites listed before that question, you

19 said I don't know.

20         A.   Yes, I don't know when was the first

21 time that we used it on our website, but I'm

22 showing here evidence of it being used on the

23 website fairly early.

24         Q.   And then I asked you, well, how would

25 you find out, and you testified I would have to
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1 check the archives.

2         A.   Uh-huh.

3         Q.   Okay.  And I asked you here today if

4 you did check the archives, correct?  I asked you

5 that earlier, didn't I --

6         A.   Yes.

7         Q.   -- have you checked the archives?

8 And you testified that you didn't have any

9 archives to check, correct?

10         A.   I was -- I don't think I said that.

11 I think I said that I didn't know if we had

12 archives going back that far.

13         Q.   So you're saying that sitting here

14 today, you still don't know if you have archives

15 going back that far, correct?

16         A.   For the website.

17         Q.   Correct.  So that's -- I'm sorry, we

18 may have talked over each other.  I just want to

19 make sure.  So sitting here today, you don't know

20 if Premier Research has archives of its website

21 going back beyond June 26th, 2019?

22         A.   Yeah, I can't say that for certainty

23 without checking.

24         Q.   And do you recall during your

25 deposition that we did previously in October
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1 looking at documents such as or similar to the one

2 that we're looking at currently, PREMIER000160?

3         A.   Yep.

4         Q.   And at the time you were deposed

5 previously in this proceeding, did you not think

6 to recall that these screens are what you're

7 telling me now is showing website content from as

8 early as 2017?

9         A.   What was the question you were asking

10 at the time?

11         Q.   During the deposition that you and I

12 did back in October of 2022 when you were asked

13 when is the first time Premier Research ever used

14 built for Biotech on its website, did you not

15 think about these images on this screen as

16 evidence of when Premier Research may have used

17 built for Biotech on its website?

18         A.   No, the question was specifically

19 about the website.  That's what I was focused on

20 at the time.

21         Q.   But what you're telling me here is

22 that these images and those like them, similar to

23 PREMIER000160, are in fact images of Premier

24 Research's website, correct?

25         A.   Yes.
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1         Q.   And that understanding that these are

2 images of Premier Research's website is based on

3 your personal knowledge, correct?

4         A.   Yes.

5         Q.   And is it based on anything else?

6         A.   Right now the personal knowledge.

7         Q.   Okay.  Back probably about an hour

8 ago we were talking about Paragraph 6 and

9 instances in your exhibits that demonstrate where

10 Premier Research's booths are set up at trade

11 shows.  And I'll reboot the whole -- the whole

12 series of questions here so we don't have to just

13 go on the memory of what was happening an hour

14 ago.  But let me have you again look at Paragraph

15 6.

16         A.   It's in the affidavit, right?

17         Q.   Yeah, so that would be Exhibit 1,

18 Paragraph 6, and it's on page two.

19         A.   Yeah, I've got it.

20         Q.   Okay.  And we were focusing on the

21 sentence in the middle of the paragraph, the

22 company's booth is usually centrally located and

23 can be visited or seen by anyone walking around

24 the conference hall.

25         A.   Yeah.
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1         Q.   Do you see that?

2         A.   Yes.

3         Q.   Now, we went through all the

4 exhibits, you took some time to review your

5 exhibits, and you said you found several instances

6 that support this statement and we've never gotten

7 back to what those instances are.  So I'd like to

8 get back to what those instances are.  Can you

9 direct me to the first instance that you are --

10 that you believe supports the statement that we

11 just read?

12         A.   I can.  I'm just missing one more.

13 Let me look here.  Bear with me a second.  So the

14 statement that centrally located, can be visited

15 or seen by anyone walking around the conference

16 hall.

17              Okay.  If you go to -- I think I'm

18 still in -- I think I'm still in Exhibit D -- or

19 G.  G.

20         Q.   Okay.

21         A.   Looking for PREMIER000154 -- no,

22 sorry, 160.

23         Q.   Okay.  I'm there.

24         A.   Do you see the number up in the top

25 right-hand corner, 41, in the image itself?
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1         Q.   Yeah, let me -- I'm looking at a

2 paper copy.  Let me get to the Exhibit Share

3 version.  I might have a cut-off image.

4         A.   It looks like that.

5         Q.   Okay.  I'm looking at it now on

6 screen.  And you're directing me to a number in

7 the top right-hand corner; is that right?

8         A.   Yeah, 41.

9         Q.   41.  Okay.  Yeah, I do see that.

10         A.   Okay.  That refers to 4100 because

11 I've seen another picture here of a different

12 angle that says 4100.  4100 is the row number for

13 the conference hall where Premier is located.  I

14 think I was at that one, but they're all kind of

15 similar.  If you're in Row 4000, you're in a

16 pretty centrally located position.  To address the

17 visibility, go to --

18         Q.   Well, I'm sorry, let me ask you about

19 that.  So your testimony is if you're in Row 4100,

20 you're pretty centrally located.  Is that based on

21 your personal recollection?

22         A.   The 4100 rows are pretty centrally

23 located in all conference halls.

24         Q.   Well, I mean, not all conference

25 centers are laid out the same, correct?
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1         A.   4100 is going to be fairly well

2 centered.  It's likely to be you come in the front

3 doors and turn left and you get 4100.  They run

4 from one, two, up to ten or more.

5         Q.   Okay.  But there's nothing in your

6 declaration that gives me a layout of any

7 conference hall that any trade show has ever been

8 held in, right?

9         A.   There's plenty of that online if you

10 want to research it, but we didn't include it for

11 you.

12         Q.   So that's a yes, there is nothing in

13 your declaration that shows me the layout of any

14 conference hall for any trade show?

15         A.   We didn't include any layouts for any

16 conference halls.

17         Q.   Okay.  Now, you were about to tell me

18 about visibility and point me to some other --

19         A.   Yeah, look at PREMIER000684.

20         Q.   And is this in G as well?

21         A.   I think all of this is coming from G,

22 yeah.

23         Q.   Okay.

24         A.   Do you see the circular banner at the

25 top of the exhibit that's lit up?
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1         Q.   Yes.

2         A.   Did you say yes?

3         Q.   Yes.

4         A.   That's there so the exhibit can be

5 seen right around the hallway.  It hangs from the

6 ceiling and it's lit marking the location of

7 Premier's exhibit.  So that supports the statement

8 can be seen by anyone walking around the

9 conference hall.

10              If you go to 748.

11         Q.   Are we still in Exhibit G?

12         A.   I can't really tell.  It should look

13 like this.  Does it look like this?

14              MS. GALLAGHER:  Paul, it's in Exhibit

15 18, Exhibit G, Part 2.

16              MR. LINDEN:  Thank you.

17 BY MR. LINDEN:

18         Q.   Mr. Russell, give me that number

19 again.

20         A.   748.

21         Q.   Okay.

22         A.   So if you look at the layout of the

23 booth, you can see that it's an island -- central

24 island.  There's other exhibitors all around it.

25 So it's centrally located.  It's got a tower on it
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1 that goes up above.  You can see PRA in the red

2 next to it.  It goes above there, that exhibit

3 booth.  And if you look at the front where the

4 lights are burnt in, you can see built for Biotech

5 in the blue.

6              Do you want me to keep going with the

7 rest of them?

8         Q.   Well, if you have other instances.

9 Let's go back to centrally located.  If you had

10 other instances that you would like to reference

11 as far as centrally located, yes, let's go through

12 them.

13         A.   Go to -- I can't find the number --

14 okay.  If you go back to 748.  Let's see if I can

15 get you there.  The pages aren't numbered.  So --

16 are you at 748?

17         Q.   Yes.

18         A.   Okay.  Just go down one page and then

19 the next page should look like this.

20         Q.   Is it 688?  It's difficult to read,

21 it's black lettering or numbering --

22         A.   I can't see anything.

23         Q.   -- on the image itself.

24         A.   I can't see any numbering on it.

25              MS. GALLAGHER:  I have it as 785.
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1              THE WITNESS:  Is this what you're

2 looking at?

3              MS. GALLAGHER:  That is what I am

4 looking at, yes.

5              THE WITNESS:  Okay.

6              MS. GALLAGHER:  It looks like it has

7 Premier 7 -- it could be a 6 but I think it's an

8 8.  Yeah.  No, 765.

9 BY MR. LINDEN:

10         Q.   Oh, yeah, I'm there.

11         A.   I still can't find the numbers on it.

12 You'll see that booth is an island.  It's got

13 traffic all around it, very centrally located, and

14 you can see the banner at the top is lit up and

15 it's above the height of the other exhibitors to

16 attract attention for the logo, and you see built

17 for Biotech is on the main stand underneath.

18         Q.   Okay.  Any others?

19         A.   There are more but I think you've got

20 the best of them.

21         Q.   So then you're testifying that what

22 we have just gone through are the best examples of

23 the company's booth being centrally located at a

24 trade show and being able to be seen by people

25 walking around the trade show; is that right?
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1         A.   I think it adequately supports the

2 statement that you are challenging in Paragraph 6

3 that the company's booth is centrally -- usually

4 centrally located and can be visited or seen by

5 anyone walking around the conference hall.

6         Q.   But these are the best examples; is

7 that right?

8         A.   They're the best examples that I

9 pulled out of this document here, but we didn't

10 talk about this one.  That's a pretty good one

11 too.

12         Q.   Can you find a number on that one,

13 Mr. Russell?

14         A.   It is 684.  June 20 of 2017.

15         Q.   And are we in Exhibit G?

16         A.   In Exhibit G?  No, J.

17         Q.   Okay.

18         A.   Centrally located, very high, big

19 logo up on top so it's visible over the others.

20              If you advance in the same section to

21 the next page, you'll see a centrally located

22 booth with a very high banner that's visible.

23              And skip the next two and you'll come

24 to another booth with a very high banner but go to

25 the next one, it's 766, and you'll see the aisle
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1 number there is 4000, another centrally located --

2         Q.   I see it.  We're in Exhibit J still.

3         A.   So I think that's sufficient evidence

4 to support that statement in 6.

5         Q.   Okay.  Let's stay in Paragraph 6

6 then, Mr. Russell.  The last sentence of that

7 paragraph, employees of Premier Research, as well

8 as its competitors, walk around at these industry

9 events to see what competitors, clients, or

10 innovators in the industry are marketing and

11 discussing.  Do you see that?

12         A.   Yeah.

13         Q.   And I read that correctly?

14         A.   Yeah.

15         Q.   Now, Mr. Russell, you don't have any

16 personal knowledge regarding what any specific

17 employee who works for a competitor of Premier

18 Research has seen at a trade show, correct?

19         A.   At any trade show -- I've had

20 conversations with Medpace employees at our

21 exhibit booth so I'm aware they're looking at our

22 booth.

23         Q.   Okay.  And do you recall specifically

24 when one of those conversations would have

25 happened?
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1         A.   Probably could eventually dig it out

2 by looking at some of the photographs.  I have a

3 recollection that there was somebody there taking

4 pictures, but I do not remember.  It was quite a

5 bit a while ago.

6         Q.   And do you remember the name of any

7 specific individuals at Medpace that you talked to

8 at a trade show at your booth?

9         A.   No.  I'm not very good at names I'm

10 afraid.  I do remember it was a sales guy.

11         Q.   I'm sorry, a sales what?

12         A.   A sales guy.

13         Q.   Beyond the conversations that you've

14 had with Medpace employees, do you have any

15 personal knowledge of what employees of your

16 competitors do or have seen at trade shows?

17         A.   I don't see how I can answer that

18 question.

19         Q.   Okay.  Mr. Russell, I'd like you to

20 turn to Exhibit B of your declaration.

21         A.   Yep.

22         Q.   Take whatever time you need to look

23 it over at a high level and I'll ask you some

24 questions about it.

25         A.   This is the Pivotal Financial
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1 Consulting document.

2         Q.   Yes, just Exhibit B to your

3 declaration.  It begins with PREMIER000885.

4         A.   Okay.  Some of the text is not

5 legible but I've made it through.

6         Q.   I agree with you, it's difficult to

7 read, especially when it's printed out.  It might

8 be easier to read on screen, at least I found it

9 is sometimes, and you can zoom in if you need to,

10 but before you get around to doing that, let me

11 ask you some questions.  What is Pivotal Financial

12 Consulting?

13         A.   It's a company that Jason Monteleone

14 set up.  It's his personal consulting company.

15 And Jason Monteleone was the CEO of Clinipace,

16 which is mentioned throughout in here, and he was

17 under contract, he wasn't actually an employee, as

18 the CEO.

19         Q.   And isn't it in fact Mr. Monteleone

20 who is authoring this article?

21         A.   Yes.

22         Q.   Are there any statements from Premier

23 Research employees in this article?

24         A.   None that we would have provided, and

25 I didn't read any quotes from us.  Did I miss
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1 them?

2         Q.   I don't believe so, no.  Are there

3 any statements from Medpace employees in this --

4 in this article?

5         A.   I didn't see any.

6         Q.   I don't want to interrupt you.  Are

7 you looking for statements from Medpace employees

8 or is that your answer?

9         A.   I didn't see any.  I don't think he's

10 got quotes from anybody in here.  It looks like

11 it's a white paper.

12         Q.   Okay.  Let's move on to Exhibit C.

13 Exhibit C of your declaration begins with

14 PREMIER000936 in the lower right-hand corner.

15         A.   936?

16         Q.   Correct.

17         A.   Yes.

18         Q.   Okay.  And what do you recognize this

19 document as?

20         A.   It looks like a list from an

21 investigator site of the companies that they

22 worked with.

23         Q.   And this is a website for an

24 organization called Upstate Clinical Research

25 Associates, correct?
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1         A.   Yes.

2         Q.   Are there any statements from Premier

3 Research employees in Exhibit C?

4         A.   No.

5         Q.   And what about Medpace, any

6 statements from Medpace employees in Exhibit C?

7         A.   No.

8         Q.   Okay.  Mr. Russell, let's walk down

9 to Paragraph 12 of your declaration, so Exhibit 1,

10 Paragraph 12, page three.

11         A.   Yeah, generally.

12         Q.   Correct.  So generally, the identity

13 of other companies participating in a bid defense

14 is kept confidential, although it is not uncommon

15 for us to learn of the companies through a

16 careless comment or e-mail exchange.  Do you see

17 that?

18         A.   I do.

19         Q.   I read that right?  I read that

20 correctly?

21         A.   Yes.

22         Q.   Did you include in your declaration

23 any examples of careless comments or e-mail

24 exchanges?

25         A.   No.
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1         Q.   Okay.  Paragraph 13, when Premier

2 Research learns of a competitor's identity, we

3 make a note of that for opposition research.  Do

4 you see that?

5         A.   I do.

6         Q.   I read it correctly?

7         A.   Yeah.

8         Q.   Did you include in your declaration

9 any notes kept of competitors' identities for

10 purpose of oppositional research?

11         A.   We have the notes.  We didn't include

12 them in the declaration.

13         Q.   And in Paragraph 14, rather than me

14 reading it to you, it's a little bit longer, why

15 don't you read it and let me know when you're

16 done.

17         A.   Yeah, I read it.

18         Q.   Okay.  Have you included in your

19 declaration any evidence to demonstrate that there

20 are over thirty times since 2017 when Medpace and

21 Premier Research directly competed in a bid

22 defense?

23         A.   We have the evidence.  We didn't

24 include it.

25         Q.   Approximately how many bid defenses
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1 has Premier Research done since 2017?

2         A.   Whoa.  Roughly a thousand.  Very

3 roughly.

4              MR. LINDEN:  I'm going to mark the

5 next few questions until I tell you otherwise,

6 Kathy, attorneys' eyes only, please.

7              (See that testimony designated as

8 confidential/attorneys' eyes only beginning on

9 page sixty.)

10

11
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14

15

16

17

18
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23

24
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18              MR. LINDEN:  All right, Kathy, that's

19 going to end the portion of the transcript I'm

20 going to currently designate as attorneys' eyes

21 only.  I think it's also a good time for a break.

22 I'd like to take ten minutes.  Is that fine with

23 everybody else?

24              THE WITNESS:  Okay.

25              MS. GALLAGHER:  Yes.
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1              MR. LINDEN:  All right.  Let's go off

2 the record, please.

3              (Pause in proceedings.)

4              (See that testimony not designated as

5 confidential/attorneys' eyes only beginning on

6 page sixty-eight.)
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1 BY MR. LINDEN:

2         Q.   After a ten-minute break, back on the

3 record.  Mr. Russell, I'd like to draw your

4 attention back to Exhibit 1, your declaration in

5 this proceeding, and specifically Paragraph 33 on

6 page seven.

7         A.   Yeah.

8         Q.   It says, I recently became aware of a

9 third-party, Vial, who was using, quote, built for

10 Biotech.  We promptly sent a cease and desist

11 letter to Vial who have now stopped all use.  Do

12 you see that?

13         A.   Yeah.

14         Q.   I read that correctly?  I read that

15 correctly, correct?

16         A.   Yes.

17         Q.   Who is Vial?

18         A.   It's a small start-up CRO.  They

19 appear to come out of Silicon Valley, and they're

20 trying to make a big splash without having a lot

21 of content.

22         Q.   And when you said you recently became

23 aware, can you put a finer point on that?  When

24 did you become aware?

25         A.   Actually I don't remember offhand,

Page 68

Veritext Legal Solutions

www.veritext.com 888-391-3376

PUBLIC VERSION (REDACTED)



1 but I think it was before our deposition because

2 we were preparing a letter for them at that time,

3 a cease and desist.  So it was sometime in the

4 second half of last year.  I can't be more precise

5 than that without going through my e-mails.

6         Q.   Well, and just looking at the

7 paragraph above it, Paragraph 32, you say up until

8 December 2022, you were not aware of any

9 third-party use of the built for Biotech mark

10 other than Medpace, does that help you recall

11 perhaps when you recently became aware of Vial

12 using built for Biotech?

13         A.   I don't know.  I'll need to go

14 through the e-mails.  It seems like it was longer

15 ago than that.  No, it was going on December.

16         Q.   Okay.  Are you aware when Vial began

17 operation?

18         A.   No.

19         Q.   And have you seen Vial

20 representatives at trade shows?

21         A.   I have not been to any trade shows

22 since June last year so I have not seen them and

23 they've not been reported to me.  That doesn't

24 mean that they haven't been there.

25              (See that testimony designated as
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1 confidential/attorneys' eyes only beginning on

2 page seventy-one.)
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21 confidential/attorneys' eyes only beginning on

22 page seventy-four.)
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1 BY MR. LINDEN:

2         Q.   Okay.  I'd like to draw your

3 attention back to Exhibit G, and it's specifically

4 Exhibit G, Part 1.

5         A.   Yeah.  I tore mine up so you need to

6 tell me where to go.

7         Q.   Okay.  So Exhibit G, Part 1, and I'll

8 draw your attention to document PREMIER00154 which

9 we talked about earlier in your deposition.

10         A.   Oh, yeah, I've got it.

11         Q.   Is it your testimony then,

12 Mr. Russell, that all of the images that appear on

13 the screen, in other words the wall-mounted TV

14 screen, in Premier Research's trade show booth are

15 images taken from Premier's website?

16         A.   Yes, that's either created for this

17 and used on the website or they take content from

18 the website, turn it into a loop and use it on

19 here, or sometimes they'll put up the website.

20         Q.   So let me just back up your answer

21 and make sure I understand perfectly well.  The

22 images on the screen and screens used in Premier

23 Research's trade show booths are first created for

24 the website and posted on the website and then

25 used in the trade shows; is that right?
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1         A.   I can't say that for certain.  We

2 create assets for use in communications and then

3 they get directed to various channels.  So I can't

4 say for sure the one that you're looking at there

5 was created first for a trade show and then used

6 on the website or the other way around.

7         Q.   Okay.  Is it possible that the images

8 used on -- in any particular trade show on these

9 screens was created for the trade show but did not

10 end up on the website?

11         A.   It's possible, but we try to maximize

12 the value that we get out of the assets that we

13 create so we roll them out in as many channels as

14 we can.

15              MR. LINDEN:  Okay.  Mr. Russell,

16 that's all the questions I have for you today.

17 Thank you for your time.  I'll pass the witness.

18              MS. GALLAGHER:  Can we take a

19 ten-minute break?

20              MR. LINDEN:  Sure can.

21              MS. GALLAGHER:  Thank you.

22              (Pause in proceedings.)

23              MS. GALLAGHER:  We're not going to

24 have any redirect.

25              MR. LINDEN:  So after a brief break,
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1 we're back on the record, and we wanted to put a

2 stipulation on the record.  Mrs. Gallagher and

3 myself, Mr. Linden, wanted to indicate that

4 although not specifically asked questions about

5 all the exhibits attached to his declaration,

6 because Mr. Russell did, in fact, review all the

7 exhibits attached to his declaration in order to

8 answer some questions here today, that all

9 exhibits, A through K, will be entered with his

10 deposition transcript and they will be labeled as

11 they've been labeled for purposes of this

12 declaration -- I'm sorry, deposition here today.

13 I don't know if that was sufficient, Mary Grace,

14 or if you had something to add?

15              MS. GALLAGHER:  Yeah, that works for

16 me.

17              MR. LINDEN:  All right.  Very good.

18 I think we're done, and, Mr. Russell, thank you

19 for your time.

20              (Thereupon, the deposition was

21 concluded at 11:54 a.m.)

22

23

24

25
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1 STATE OF OHIO        )

2 COUNTY OF MONTGOMERY )  SS: CERTIFICATE

3              I, Kathy S. Wysong, a Notary

4 Public within and for the State of Ohio, duly

5 commissioned and qualified,

6              DO HEREBY CERTIFY that the

7 above-named SEAN RUSSELL, was by me first duly

8 sworn to testify the truth, the whole truth and

9 nothing but the truth.

10              Said testimony was reduced to

11 writing by me stenographically in the presence

12 of the witness and thereafter reduced to

13 typewriting.

14              I FURTHER CERTIFY that I am not a

15 relative or Attorney of either party, in any

16 manner interested in the event of this action,

17 nor am I, or the court reporting firm with which

18 I am affiliated, under a contract as defined in

19 Civil Rule 28(D).

20

21

22

23

24

25
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1         IN WITNESS WHEREOF, I have hereunto set

2 my hand and seal of office at Dayton, Ohio, on

3 this 31st day of March, 2023.

4

5

6                <%22255,Signature%>

               KATHY S. WYSONG, RPR

7                NOTARY PUBLIC, STATE OF OHIO

               My commission expires 12-25-2023

8

9

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25
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1                         Veritext Legal Solutions

                           1100 Superior Ave

2                               Suite 1820

                         Cleveland, Ohio 44114

3                           Phone: 216-523-1313

4

March 31, 2023

5

To: Paul J. Linden

6

Case Name: Premier Research International LLC v. Medpace, Inc.

7

Veritext Reference Number: 5842655

8

Witness:  Sean Russell        Deposition Date:  3/30/2023

9

10 Dear Sir/Madam:

11

Enclosed please find a deposition transcript.  Please have the witness

12

review the transcript and note any changes or corrections on the

13

included errata sheet, indicating the page, line number, change, and

14

the reason for the change.  Have the witness’ signature notarized and

15

forward the completed page(s) back to us at the Production address

16 shown

17 above, or email to production-midwest@veritext.com.

18

If the errata is not returned within thirty days of your receipt of

19

this letter, the reading and signing will be deemed waived.

20

21 Sincerely,

22 Production Department

23

24

25 NO NOTARY REQUIRED IN CA
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1                  DEPOSITION REVIEW

              CERTIFICATION OF WITNESS

2

        ASSIGNMENT REFERENCE NO: 5842655

3         CASE NAME: Premier Research International LLC v. Medpace, Inc.

        DATE OF DEPOSITION: 3/30/2023

4         WITNESS' NAME: Sean Russell

5         In accordance with the Rules of Civil

  Procedure, I have read the entire transcript of

6   my testimony or it has been read to me.

7         I have made no changes to the testimony

  as transcribed by the court reporter.

8

  _______________        ________________________

9   Date                   Sean Russell

10         Sworn to and subscribed before me, a

  Notary Public in and for the State and County,

11   the referenced witness did personally appear

  and acknowledge that:

12

        They have read the transcript;

13         They signed the foregoing Sworn

              Statement; and

14         Their execution of this Statement is of

              their free act and deed.

15

        I have affixed my name and official seal

16

  this ______ day of_____________________, 20____.

17

              ___________________________________

18               Notary Public

19               ___________________________________

              Commission Expiration Date

20

21

22

23

24

25
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1                  DEPOSITION REVIEW

              CERTIFICATION OF WITNESS

2

        ASSIGNMENT REFERENCE NO: 5842655

3         CASE NAME: Premier Research International LLC v. Medpace, Inc.

        DATE OF DEPOSITION: 3/30/2023

4         WITNESS' NAME: Sean Russell

5         In accordance with the Rules of Civil

  Procedure, I have read the entire transcript of

6   my testimony or it has been read to me.

7         I have listed my changes on the attached

  Errata Sheet, listing page and line numbers as

8   well as the reason(s) for the change(s).

9         I request that these changes be entered

  as part of the record of my testimony.

10

        I have executed the Errata Sheet, as well

11   as this Certificate, and request and authorize

  that both be appended to the transcript of my

12   testimony and be incorporated therein.

13   _______________        ________________________

  Date                   Sean Russell

14

        Sworn to and subscribed before me, a

15   Notary Public in and for the State and County,

  the referenced witness did personally appear

16   and acknowledge that:

17         They have read the transcript;

        They have listed all of their corrections

18               in the appended Errata Sheet;

        They signed the foregoing Sworn

19               Statement; and

        Their execution of this Statement is of

20               their free act and deed.

21         I have affixed my name and official seal

22   this ______ day of_____________________, 20____.

23               ___________________________________

              Notary Public

24

              ___________________________________

25               Commission Expiration Date
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1                     ERRATA SHEET

           VERITEXT LEGAL SOLUTIONS MIDWEST

2                ASSIGNMENT NO: 5842655

3   PAGE/LINE(S) /        CHANGE         /REASON

4   ___________________________________________________

5   ___________________________________________________

6   ___________________________________________________

7   ___________________________________________________

8   ___________________________________________________

9   ___________________________________________________

10   ___________________________________________________

11   ___________________________________________________

12   ___________________________________________________

13   ___________________________________________________

14   ___________________________________________________

15   ___________________________________________________

16   ___________________________________________________

17   ___________________________________________________

18   ___________________________________________________

19

  _______________        ________________________

20   Date                   Sean Russell

21   SUBSCRIBED AND SWORN TO BEFORE ME THIS ________

22   DAY OF ________________________, 20______ .

23               ___________________________________

              Notary Public

24

              ___________________________________

25               Commission Expiration Date
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Federal Rules of Civil Procedure

Rule 30

(e) Review By the Witness; Changes.

(1) Review; Statement of Changes. On request by the 

deponent or a party before the deposition is 

completed, the deponent must be allowed 30 days 

after being notified by the officer that the 

transcript or recording is available in which:

(A) to review the transcript or recording; and

(B) if there are changes in form or substance, to 

sign a statement listing the changes and the 

reasons for making them.

(2) Changes Indicated in the Officer's Certificate. 

The officer must note in the certificate prescribed 

by Rule 30(f)(1) whether a review was requested 

and, if so, must attach any changes the deponent 

makes during the 30-day period.

DISCLAIMER:  THE FOREGOING FEDERAL PROCEDURE RULES 

ARE PROVIDED FOR INFORMATIONAL PURPOSES ONLY.  

THE ABOVE RULES ARE CURRENT AS OF APRIL 1, 

2019.  PLEASE REFER TO THE APPLICABLE FEDERAL RULES 

OF CIVIL PROCEDURE FOR UP-TO-DATE INFORMATION.   
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VERITEXT LEGAL SOLUTIONS 

COMPANY CERTIFICATE AND DISCLOSURE STATEMENT 

 

Veritext Legal Solutions represents that the 

foregoing transcript is a true, correct and complete 

transcript of the colloquies, questions and answers 

as submitted by the court reporter. Veritext Legal 

Solutions further represents that the attached 

exhibits, if any, are true, correct and complete 

documents as submitted by the court reporter and/or  

attorneys in relation to this deposition and that 

the documents were processed in accordance with 

our litigation support and production standards. 

 

Veritext Legal Solutions is committed to maintaining 

the confidentiality of client and witness information, 

in accordance with the regulations promulgated under 

the Health Insurance Portability and Accountability 

Act (HIPAA), as amended with respect to protected 

health information and the Gramm-Leach-Bliley Act, as 

amended, with respect to Personally Identifiable 

Information (PII). Physical transcripts and exhibits 

are managed under strict facility and personnel access 

controls. Electronic files of documents are stored 

in encrypted form and are transmitted in an encrypted 

fashion to authenticated parties who are permitted to 

access the material. Our data is hosted in a Tier 4 

SSAE 16 certified facility. 

 

Veritext Legal Solutions complies with all federal and  

State regulations with respect to the provision of 

court reporting services, and maintains its neutrality 

and independence regardless of relationship or the 

financial outcome of any litigation. Veritext requires 

adherence to the foregoing professional and ethical 

standards from all of its subcontractors in their 

independent contractor agreements. 

 

Inquiries about Veritext Legal Solutions' 

confidentiality and security policies and practices 

should be directed to Veritext's Client Services  

Associates indicated on the cover of this document or 

at www.veritext.com. 
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IN THE UNITED STATES PATENT AND TRADEMARKOFFICE

BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD

In the Matter of U.S. Application Serial No. 88/490,775
Mark: BUILT FOR BIOTECH

PREMIER RESEARCH

INTERNATIONAL LLC

Opposer,

Opposition No.: 91251921VS.

MEDPACE,INC.,

Applicant.
a

DECLARATION OF SEAN RUSSELL

Pursuant to 28 U.S.C. § 1746, I, Sean Russell, hereby state and aver as follows:

l. I am of legal age and competentto testify in this matter. I submit this declaration

in connection with the above-referenced opposition proceedings.

2. I am currently the Chief Commercial Officer for Premier Research International

LLC (“Premier Research”). I have been involved with the marketing of Premier Research for over

11 years and have been Chief Commercial Officer for over 5 years. As the Chief Commercial

Officer, I am very familiar with Premier Research’s history, service offerings, branding, marketing

and promotional materials, target customers, channels of trade, and competitors.

Premier Research International LLC

3. Premier Researchis a clinical research organization (“CRO”) founded in 1989 and

headquartered in Morrisville, North Carolina.
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4. Premier Research has two offices and over 1,100 employees across the United

States. It has operations in over 84 countries.

5. Premier Research providesclinical research, product development, and consulting

services throughout the United States primarily to small and mid-size biotech companies, but also

to small and mid-size pharmaceutical companies, medical device companies, diagnostic

companies, and digital therapeutic companies. Premier Research provides the expertise, support,

test development assistance, and research management for companies looking to test new

pharmaceuticals or other medical products.

6. Premier Research markets and promotes its services in a variety of ways. For

example,it attends industry trade shows and conferences every year. At those trade shows Premier

Research sets up a booth where employeescan talk to potential customers and industry experts.

The company’s booth is usually centrally located and can be visited or seen by anyone walking

around the conference hall. Premier Research displays a variety of advertising and promotional

materials at its booth to marketits specific services, including its focus on servicing biotechclients.

Employees of Premier Research,as well as its competitors, walk around at these industry events to

see what competitors, clients, or innovators in the industry are marketing and discussing.

7. Additionally, Premier Research conducts direct outreach to clients by advertising

on third-party industry newssites, calling clients, distributing marketing material and posting on

social media.

8. Premier Research also advertises its services on its website located at premier-

research.com. This website offers an abundance of information on CROs, and Premier Research’s

focus on assisting biotech companies. Premier Research prominently promotes the BUILT FOR
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BIOTECH mark on its website. Exhibit A is a true and correct copy of the website at <premier-

research.com>.

9. Premier Research competes directly with all CROs but particularly with other mid-

size CROs, including Medpace. In fact, Medpace and Premier have been competing for clients

since at least as early as 2009. See Exhibit B, a true and correct copy of an article published by

Pivotal Financial Consulting, LLC andlisting Premier Research and Medpaceas midsize clinical

research organizations and produced as PREMIER00885-889.

10. Medpace and Premier Research attend many ofthe same conferences and even share

clients. Attached as Exhibit C is a true and correct copy of a webpage from Upstate Clinical

Research Associate’s website listing both Medpace and Premier Research as companiesthatassist

in developingtheirclinical trials. This document was produced as PREMIER00936-937.

I. Once a customeris interested in hiring a CRO,it will initiate a bidding process to

solicit proposals from multiple CROs. The customerwill then cut it down to three companies for

final consideration. The CROsleft will then present their proposal directly to the company, usually

in person (or virtually during COVID). This presentation is called a “bid defense.”

12. Generally, the identity of other companies participating in a bid defense is kept

confidential, although it is not uncommon for us to learn of the companies through a careless

commentor email exchange.

13. When Premier Research learns of a competitor’s identity, we make a note ofthat

for opposition research.

14. Based on reports from Premier Research’s representatives, I am aware of over 30

times since 2017 when Medpace and Premier Research directly competed in bid defenses for
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potential customers, although the numberis likely much higher, and we are simply unable to

confirm due to the confidential nature of the bidding process.

15. Over the last 30 years, Premier Research has grownsteadily and today, is one of

the top mid-size CROs.

BEGIN CONFIDENTIAL- ATTORNEYS EYES ONLY

16. In 2017, Premier Research’s revenues totaled over $159,000,000, with those

revenuesup to over $600,000,000 by 2021.

17. To promoteits clinical research services, Premier Research spends approximately

$4,000,000 a year on its advertising and marketing expenditures, which includes expenditures

offered in connection with its BUILT FOR BIOTECH mark.

STOP CONFIDENTIAL- ATTORNEYS EYES ONLY

The BUILT FOR BIOTECH Brand

18. Premier is always looking for ways to separate itself from its competitors, including

by focusing its advertising to its primary customers, small to medium sized biotech companies.

19, In summer 2016, Premier Research wasputup for sale by its owners and as part of

the sale, the marketing department created presentation materials to assist in promoting the

companyto potential buyers.

20. Originally the mark “Made for Biotech” was used on promotional materials, but the

alliteration Built for Biotech is more advantageous for marketing purposes, so I initiated the

adoption of the mark BUILT FOR BIOTECH. BUILT FOR BIOTECHwasusedin presentations

to potential buyers of the companystarting in fall 2016.

21. The mark “BUILT FOR BIOTECH”is a coined term created by myself.
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22. Given the success of the BUILT FOR BIOTECH markin the sales promotions, the

company began using the mark in a consumerfacing waystarting at least as early as November

30, 2017. Attached hereto as Exhibit D is the document produced as AEO PREMIERO1 104-1174,

whichis a true and correct copy of a bid defense slide deck presented to a customer on November

30, 2017, utilizing the BUILT FOR BIOTECH mark.

23. Since its adoption, Premier Research has invested substantial amounts of money

and time into advertising and marketing its BUILT FOR BIOTECHbrand.

24, Starting in 2017, BUILT FOR BIOTECHhasconsistently been used in bid defense

and other customerpresentations. See Exhibit D (AEO PREMIER 1104-1174) and Exhibit E, a

true and correct copy of a slide deck used in a bid defense on January 17, 2019 (AEO

PREMIER1175-1269). Exhibits D and E are representative samples of what has probably been

hundredsof bid defense PowerPoints using the BUILT FOR BIOTECHmark since 2017.

25. Premier Research has also consistently used its BUILT FOR BIOTECH mark at

industry trade shows and conferences since 2018 including, but not limited to, (i) the DIA 2018

Annual Meeting hosted by the Drug Information Association in Boston, Massachusetts on June 24

— 28, 2018, (ii) the 2019 ASCO Annual Meeting hosted by the American Society of Clinical

Oncology in Chicago, Illinois on May 31 — June 4, 2019, and(iii) the 2019 BIO International

Convention hosted by the Biotechnology Innovation Organization in Philadelphia, Pennsylvania

on June 3 — 6, 2019.

26. At trade shows, Premier Research uses BUILT FOR BIOTECHonits marketing

and promotional materials, including on company banners, lanyards, and flyers promoting the

Premier Research booth. For example, Premier Research uses BUILT FOR BIOTECHonits

physical booth materials including on the large banner located atop the booth to direct interested
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parties to Premier Research. Attached as Exhibit F (and produced as PREMIER00862-65) are true

and correct copies of photographs taken of Premier Research’s boothsat trade shows from 2018-

2019. Exhibit F demonstrates extensive use of BUILT FOR BIOTECH.

27._Given the size of the physical booth materials, the large banners can be seen by

individuals throughout the conference center, not just those that visit the Premier Research booth.

Because of the expense of creating such large physical promotional materials, Premier Research

uses the same materials at almostall of its trade shows and conferences. As such, the materials

shown in Exhibit G have been consistently used since 2018 at the majority of trade shows and

conferences attended by Premier Research.

28. Not only is BUILT FOR BIOTECHusedonthe physical banners and walls of the

booths, but the markis also used on marketing materials distributed at conferences and trade shows.

Attached as Exhibit H is a true and correct copy of a printers’ proofs for a flyer distributed by

Premier Research at the 2019 MAGI conference, produced as PREMIER00772-773. This

conference took place from May 5-8, 2019, in Boston, Massachusetts. My understanding is that

Premier Research used this exact printers’ proof for its flyer distributed at this conference. This

flyer is emblematic of the types of promotional material Premier Research distributed in 2018 and

2019 at its trade shows and conferences.

29. Another example of this marketing material is attached as Exhibit I, produced as

PREMIERO00786 whichis a true andcorrect copy of a one-sheeterdistributed by Premier Research

in 2019 prominently featuring the BUILT FOR BIOTECH mark.

30. Premier Research further advertises its services via social media including on

Twitter, Facebook, and LinkedIn. Since summer 2017, Premier Researchhas consistently posted

images displaying the BUILT FOR BIOTECH markandused the hashtag #BuiltforBiotech on its
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posts to further promote the brand. See Exhibit J, comprised of true and correct copies of social

media posts from the official Premier Research social media pages, produced as PREMIER 00680-

688, 00765-769.

31. Premier Research also advertises its services on third-party industry publications

including Fierce Biotech. Premier Research, like many companies in the biotech space, will

“sponsor” the newspublication for a week. During that period, the sponsoris featured in a display

ad at the top of the Fierce Biotech’s email distributions. In early 2019, Premier Research sponsored

the site and promoted its services using its BUILT FOR BIOTECH mark. Attached as Exhibit K,

are true and correct copies of two Fierce Biotech newsletters from May 2019 and June 2019

sponsored by Premier Research, produced as PREMIER00749-760. My understanding is that

numerous employees at Medpaceare on Fierce Biotech’s email distribution list.

32. Up until December 2022, I was not awareofany third-party use of the BUILT FOR

BIOTECH mark other than by Medpace.

33. I recently became aware ofa third-party, Vial, who was using “Built for Biotech.”

Wepromptly sent a cease and desist letter to Vial who has nowstoppedalluse.

Medpace’s Use and Application of BUILT FOR BIOTECH

34. Around June 2019, I was informed by our advertising agency, Lumentus, that our

competitor, Medpace, was using Premier Research’s trademark BUILT FOR BIOTECHonits

website.

35. It is my recollection that I then contacted ourinternal legal team and asked them to

investigate further. I was later informed that Medpace had filed a trademark application with the

USPTOfor the BUILT FOR BIOTECH mark.
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36. Given the importance of the Built for Biotech mark, Premier Research filed an

opposition against Medpace’s trademark application for Built for Biotech and filed its own

application for BUILT FOR BIOTECH.

37. Following the filing of the opposition proceeding, it is my understanding that

Medpacehasstoppedall use of Built for Biotech. Medpace has removed the mark from its website.

Wehave not seen Medpace using the mark in the marketplace over the last few years.

Harm If Applicant’s Application Registers

38. I understand that Medpacehasapplied to register the mark BUILT FOR BIOTECH

in the United States, and that its application covers the same, or nearly the same, services as those

Premier Research offers under its BUILT FOR BIOTECH mark, namely, consulting and

managementin thefield ofclinicaltrials.

39, If Medpace’s application for Built for Biotech is permitted to register, Premier

Research will suffer harm to not only sales of its services, but also the goodwill we have worked

hard to establish in the United States among consumers. Having a third party offer its services

under the Built for Biotech brand in the United States will cause consumersto think the company

is associated oraffiliated with Premier Research while Premier Research has no control over the

quality of the services offered by Medpace.

SIGNATURE PAGE TO FOLLOW
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I declare under penalty of perjury that the foregoingis true and correct.

Executed this S>f day ofpom 2023
‘an Russell
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Biometrics

Distinct departments working together to

facilitate efficient data flow and high-quality

data. 
1Or SLFedMilhnea EXeCCULIOTN = Expert scientific knowledge appliedto the design of your study andits
When you begin with the end in mind, you can incorporate efficiencies throughout your project ny 4)- . implementation
development program. That’s why the Premier Research Biometrics group sets standardsfor\ Le = i Phi to4trial
eachproject at the outset, tailoring themto your desired outcomes and bolstering them with ERienncrt innerine otreneeebroad range of therapeutic areas —
our scientific expertise and extensive experience with specialization in analgesia,
A cross-functional teamof dedicated leads from Premier Interactive Response Technology dermatology, central nervous
(IRT), biostatistics, and medical writing will work with you to: system disorders, and oncology

= Full service as well as standalone

" Designa protocol that represents and analyzes your outcome measures in a manner Biojectsconsistent with your objectives = Management team with over 14
= Plan your randomization, drug supply, and endpoint collection to assure quality, efficiency,

and compliance
Design and execute your analysis for conclusive results

years of industry experience
Staff in Europe and the U.S.
Global systems and SOPs

= Summarize your results for clear, concise conclusions

Working with our integrated teamtrained in Premier's advanced systems and capabilities,
 including the Premier One Ec em, you'll benefit from:

= Broad and deep scientific expertise in our fields

* Collaborative interactions with our experts that set you up for success
® Comprehensive knowledge of our processes and procedures and how they work together

which means just one set of standard operating procedures (SOPs) for your clinical data
= Understanding our project implementation systems, so there's no learning curve for

dealing with a new vendor or new procedures
® Clear structure and accountability for project tears, with the Biometrics group leading

the way throughout the project life cycle

Combining knowledge and experience with integrated processes to ensure improved data
quality at every step, Premier's Biometrics group makesit easier for you to focus on what
matters.

PREMIER PERSPECTIVE

Advantages of ePROs
In these unprecedented times, when gathering data remotely is the method of
choice,it’s worth making use of ePRO datain yourclinical studies to help 
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Premier Biometrics Experts

 
Shari Medendorp Emily Stube
SVP, Biometrics Senior Director, Medical Writing

Biometrics Services
Premier Research’s biometrics service offerings include biostatistics, Interactive Response Technology (IRT), and medical writing.

Biostatistics Premier IRT Medical Writing

LEARN MORE LEARN MORE LEARN MORE 

Check out our resource center
Our experts have developed an extensive library of white papers, case studies, blogposts, and other informative resources.
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Biostatistics

Advance your study with expert study

design, optimized submission strategy, and

comprehensive publication plans.

Delivering superior statistical
services to define your success
Premier Research's Biostatistics Department offers full programming and data analysis to
deliver laser-focused insights at every stage of yourtrial and, ultimately, assure regulatory
compliance, Our veteranbiostatistics professionals work closely with you, pairing technical
expertise with an average of Tl years of industry experience to rigorously transformyour data
into insights. They understand your data must be clean and comprehensive and be analyzed
and presented flawlessly in order to support trial success. Premier offers:

= International staff who optimize regulatory-compliant and cost-effective methods of
collecting, analyzing, and presenting both interimand final analysis results

® Comprehensive clinical development planning fromprotocol design and sample size
calculation throughclinical study report (CSR) writing and review

® Direct integration of biostatistics activities throughout the full project plan, including
database design and setup and report development

® Advanced knowledgeofClinical Data Interchange Standards Consortium (CDISC)
standards and requirements to ensure new drug application (NDA) submission-ready data

= Extensive proficiency in data and safety monitoring board (DSMB) output,interim
analysis, and investigational new drug (IND) safety updates

= Deep and varied regulatory filing experience spanning dermatology, a variety of
rare/orphandiseases, oncology, central nervous system, gastrointestinal, and acute otitis
media

DEDICATED LEADERSHIP
THROUGHOUT YOUR STUDY

SLMPabeeaaa)
COMPLEX PROJECTS

Ourstatistics teams have worked on hundreds of individual studies, 
across Phases 1-4, many of which have been included in NDAfilings
We have also planned and programmed the integrated analyses for
many of these NDA filings (ISS/ISE work). Core service offerings
include:
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p SEARCH
REQUEST INFORMATION

SERVICES INCLUDE

= Study design and protocol
development

= Samplesize estimation
= Statistical analysis plans
= DSMBandinterim analyses
= DSMBparticipation
= Adaptive study designs
= CDISC-compliant datasets and

documentation
= Cross-functional review of data

" Statistical tables,listings, and
figures

= CSRreview

® Integrated summaries (ISS/ISE) for
regulatory submission

= Exploratory analyses
= Manuscripts
= Publications

® Marketing support

codisc Proud
=, Member 

THE STRENGTH OF EXPERIENCE 
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Statistical analysis plans
* Statistical programming including rigorous quality control
* Table, listing, and graph generation
* CDISC dataset generation and documentation

 
= Regulatory statistical strategy, integrated analysis and data submission, and follow-up support

We have experience entering the ISS/ISE process at every stage imaginable — fromPhase 1 through Phase 3, where we have analyzed
eachindividual study throughout the development cycle, to integrating an entire programof studies that have already been completed
prior to our involvement

PREMIER PERSPECTIVE

Statistical considerations for FDA
COVID-19 guidance

SUC weleeelCt Rem CRUE SciriCrWeal mrea
robustness of clinicaltrials going forward

WHITE PAPER

Adaptive trial designs in early
oncology

RUC RameaMcMeeleeLeClay
exposed to ineffective doses or treatments while accelerating the timeline to
the detection ofefficacy signals.

Premier Biostatistics Experts

 
?

Shari Medendorp Abie Ekangaki
SVP, Biometrics Vice President, Statistical Consulting

Get more
information
Ready to get started? So are we. Drop us a line to learn more about
how we can help,

CONTACT US NOW
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Biostatistics is part of a wide range of integrated biometrics offerings that include IRT, medical writing, and study design. Follow the links
below to learn more about how clients have benefited fromour specialized expertise.

IRT Medical Writing Study Design

LEARN MORE LEARN MORE LEARN MORE 

Check out our resource center
Our experts have developed an extensive library of white papers, case studies, blogposts, and other informative resources.

PREMIER INSIGHTS WHITE PAPERS WEBINARS VIDEOS PODCASTS

ra
BROWSE RESOURCES

  

premier.
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Bring Your Passion
Our people are smart. Experienced. And united by a drive to changelives.
Looking for a career where you can bring your passion to work every day?
Premier Researchis the company for you.

WalOPstl old
OPPORTUNITIES 

MAKE AN IMPACT MEET OUR LEADERS

Follow your passion
Big dreams and open minds help make a life- ng difference

FEATURED VIDEO
 

It’s Amazing Science. to patients with few or no other options. That's what we do.  PURORR RE
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Are you ready to make a difference?
We're looking for talented people whoare inspired to transform an industry.

 
  
 

  
 
 
   
 

  
 
  

 

By Location By Department

  Biostatistics 10 Open Roles

Business Development 4 Open Roles

 
Clinical Monitoring 15 OpenRoles

Clinical Operations 5 Open Roles

Commercial Operations 1 Open Role

Corporate Administration 1 Open Role

Data Management 10 GpenRoles
  
 

   oO Search All Jobs... Finance 6 Open Roles

Functional Services 26 Open Roles

: ! Human Resources 5 Open Roles
_ 7 Information Technology 1 Open Role

Interactive Response Technologies (IRT) 1 Open Role

Medical Management 4 Open Roles

Medical Writing 6 Open Roles

Oncology Franchise 1Open Role

Project Management 24 Open Roles

Regulatory Affairs 10pen Role

Regulatory Professionals Tl Open Roles

Resource Planning and Management 4 OpenRoles

Strategic Development 10penRole

Study Start Up 18 Open Roles

Can’t find what you’re looking for?
We're always looking for great candidates. Submit a general application or sign up for Premier job alerts here
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Contact us

Contact Premier Talent Acquisition directly at the
following email or submit your information through our
secure online application system. Premier Research is an

equal opportunity employer.

CONTACT US

premier,)researc

Corp. Policy | Privacy | Cookies | Investigators | News | Careers
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Check out our
culture

Connect with us through our social channels and learn
moreaboutour culture. On Facebook, you'll see Premier
Research community and social events from around the

glabe.

LEARN MORE

© 2021 Premier Research
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p SEARCH
REQUEST INFORMATION —

Cell & Gene

Therapy Expertise
The scienceis stunningly complex, and the regulatory terrain is constantly
evolving. Having supported 60cell and genetherapytrials in the past five
years spanning oncology, hematology, metabolic disorders, and more, we
know whatit takes to succeed.

Supporting the
evolving science of
cell and gene
therapy
Even measured against the vast scientific mystery that
defines the biotech industry, cell and gene therapy poses
extraordinary challenges. To achieve operational
excellence in these trials, you must understand — and
overcome — obstacles ranging fromstart-up regulations
andsite selection to patient recruitment and retention.
And giventhe limited data on the long-termeffects of
these therapies, participants in cell and gene therapy
trials may be monitored for a long-termfollow-up period,
which may be as long as 15 years.

For projects of this scale, you need a partner that can
deliver framstart to finish. That's where Premier Research
comes In.

We combine deep therar  
disease, and pediatric research with other key areas, such

 Together these allow us to deliver high-quality outcomes 
and an ng commitment to developers of next-
generation therapies that makes ustruly Built for
Biotech™,

Why choose Premier?

60 cell and gene therapy studies conducted in the
past five years
Significant experience in viral vectors
Significant experience in both oncology and non-
oncology

Navigating global regulatory
frameworks

tise in oncology, rare

 
6 Analgesia

@ Endocrine/ttetabatic 
 
 
 

 

Cell & Gene
Therapy
 

-— ® Genetic/Hereditary

es Genitourinary
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Are you ready to make a difference?
We're looking for talented people whoare inspired to transform an industry.

 
  
 

  
 
 
   
 

  
 
  

 

By Location By Department

  Biostatistics 10 Open Roles

Business Development 4 Open Roles

 
Clinical Monitoring 15 OpenRoles

Clinical Operations 5 Open Roles

Commercial Operations 1 Open Role

Corporate Administration 1 Open Role

Data Management 10 GpenRoles
  
 

   oO Search All Jobs... Finance 6 Open Roles

Functional Services 26 Open Roles

: ! Human Resources 5 Open Roles
_ 7 Information Technology 1 Open Role

Interactive Response Technologies (IRT) 1 Open Role

Medical Management 4 Open Roles

Medical Writing 6 Open Roles

Oncology Franchise 1Open Role

Project Management 24 Open Roles

Regulatory Affairs 10pen Role

Regulatory Professionals Tl Open Roles

Resource Planning and Management 4 OpenRoles

Strategic Development 10penRole

Study Start Up 18 Open Roles

Can’t find what you’re looking for?
We're always looking for great candidates. Submit a general application or sign up for Premier job alerts here
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Contact us

Contact Premier Talent Acquisition directly at the
following email or submit your information through our
secure online application system. Premier Research is an

equal opportunity employer.

CONTACT US

premier,)researc

Corp. Policy | Privacy | Cookies | Investigators | News | Careers
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Check out our
culture

Connect with us through our social channels and learn
moreaboutour culture. On Facebook, you'll see Premier
Research community and social events from around the

glabe.

LEARN MORE

© 2021 Premier Research
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p SEARCH
REQUEST INFORMATION —

Cell & Gene

Therapy Expertise
The scienceis stunningly complex, and the regulatory terrain is constantly
evolving. Having supported 60cell and genetherapytrials in the past five
years spanning oncology, hematology, metabolic disorders, and more, we
know whatit takes to succeed.

Supporting the
evolving science of
cell and gene
therapy
Even measured against the vast scientific mystery that
defines the biotech industry, cell and gene therapy poses
extraordinary challenges. To achieve operational
excellence in these trials, you must understand — and
overcome — obstacles ranging fromstart-up regulations
andsite selection to patient recruitment and retention.
And giventhe limited data on the long-termeffects of
these therapies, participants in cell and gene therapy
trials may be monitored for a long-termfollow-up period,
which may be as long as 15 years.

For projects of this scale, you need a partner that can
deliver framstart to finish. That's where Premier Research
comes In.

We combine deep therar  
disease, and pediatric research with other key areas, such

 Together these allow us to deliver high-quality outcomes 
and an ng commitment to developers of next-
generation therapies that makes ustruly Built for
Biotech™,

Why choose Premier?

60 cell and gene therapy studies conducted in the
past five years
Significant experience in viral vectors
Significant experience in both oncology and non-
oncology

Navigating global regulatory
frameworks

tise in oncology, rare

 
6 Analgesia

@ Endocrine/ttetabatic 
 
 
 

 

Cell & Gene
Therapy
 

-— ® Genetic/Hereditary

es Genitourinary
Hematology

so projects,1 the pas! tive yoars

reuse @
Musculoskeletal

Immunology e ) ©Hepatic & Biliary

Managing long-term follow-up
studies 
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Clinical Research

and Develooment
Helping biotech and specialty pharma companies navigate the
complexities of clinical studies.
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Engaging patients in clinical trials Opportunities in APAC
Clinical research certainly has evolved over the past three decades. But EURTcriu lemelcaelChamaeedLLCOeed
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A focus on end-to-end clinical research and

development

Expert guidance, every step along the way

We've unified the disciplines that underpin successful clinical research and development, from dedicated rapid study start-up staff to Premier-
trained project managers and fast-track application expertise. With so muchat stake - livelihoods, expectant investors, and most important, the
patients who entrust to us their health and safety - there is no roamfor shortcuts

Our experienced research professionals are capable of managing even the most complex clinical research studies from Phase 1 to Phase 4. Our
therapeutically focused teams have the knowledge and experience necessary to effectively manage situations as they arise, and our approachis
firmly grounded in comprehensive project management principles and well-defined processes.
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Study Design

Biostatistics “ Data Management

Study Start-Up Project Management
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Our extensive network means we're right at

home with both small local projects and large

international ones.

.

Submit Request Biometric Application
Submit a request to gain an understanding of how Premier Research can help you achieve Support
your goals. Click here for the Biometric Application

Support form.
First Name *

pet hawes North America

3800 Paramount Parkway Suite 400
Email Address Morrisville, NC 27560

Tel: +1919 627 9100
Directions

Phone Number

Europe
Henson Wesel 250 South Oak Way

7 Green Park

Country * Reading, Berkshire, RG2 6UG
* Tel: + 44 118 936 4000

Directions
Tell us more *

4

CONTACT US

By submitting your information to us through this webform, your business details will be added to our
databasé In accordance with our Privacy Notice, we may then contact you with marketing information about
Premier Research that might be of interest to you. We will neversell your details to third parties. You can
unsubscribe from marketing communications at any time.
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Corporate Responsibility

Covid-19 Task Force: Keenly Focused on the Impact to Our Patients, Sponsors, and Employees

Premier Research takes its corporate responsibility very seriously. In view of the global impact of COVID-19, we have assigned a task farce to
ensure business continuity is maintained. The task force is closely monitoring the changing global situation to ensure the health and welfare of
our staff, patients enrolled in projects, and investigative sites and staff. Our customers’ projects are of the utmost importance to us, and we
understand the business impact this might have on our sponsors

While this crisis, either in fact or in perception, threatens the proper executionofour clinical protocols, we want to ensure that the integrity of
our trials doesn't get compromised. This will entail:

= Maintaining the safety of patients currently enrolled in our trials
* Minimizing unreasonable cancellation or delay of patient follow-up visits
= Continuing patient enrollment along with our new priorities
* Working with our vendors so that patients continue to have trial medication and study materials
® Understanding and addressinginstitutional challenges related to the conductof the trial

In addition to our ongoing site outreach and incident monitoring, we are looking at having backup plans in place to review data remotely should
that become necessary.

We continue to remaininfull control of our sponsors’ projects and proactively working to mitigate any potential risks. In additionto the sites, we
are also working with the vendors to ensure we have up-to-date information on any impact they may have onoverall operations.

If you have any project-specific questions or concerns, please contact your project manageror one of our sales associates, who are working in
concert with our Covid-19 Task Force 

Global Code of Conduct

Our global missionis to improve productivity in clinical development. Our commitmentis to execute with quality every time, everywhere, in
everything we do.

Our values are driven by the knowledge that what we do every day affects the business outcomes of the customers we serve,the lives and well-
being of the patients we support, the physicians and providers we work with, the investors who support us, and the colleagues that share our
mission. We therefore commit to

* Alignment with the goals of our customers
= Aculture of achievement

* A fundamental belief in teamwork, accountability, and transparency
* Compliance with industry regulations and business ethics
= Support and understanding of patient communities and the challenges they face

Our Commitment to Our Customers

Our philosophy embraces high-touch customer service, a belief that is core to our corporate foundation and culture. In 2016, we designed “Built
for Biotech,” an operating model that delivers outcome-focused insights for sponsors. This model enables us to offer a combinationof industry
acumen, global compliance, and therapeutic expertise and ensures that innovative ideas aren't hindered by short-termthinkingor limited
resources.
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PUBLIC VERSION (REDACTED)Our Commitment to Our Talent

We're a science-minded culture dedicated to helping transform the latestlife-changing discoveriesinto reality. Because what we do is
profoundly connected to saving and improving lives, we never forget the huge responsibility we carry. Every dayis different, and every project is
special. Whetherit’s the importance of addressing unmet needs in rare disease or pediatrics, the thrill of working on state-of-the-art medicines,
or working with the smartest and most collaborative people in the industry. It's hard work and we are invested in the success of our employees.
We believe that when our colleagues are inspired and nurtured, they do their best work. That's why we developed The Academy, Premier
Research’s training programto support professional and career development, emphasize our cultural anchors, and promote our commitment to
continuous learning.
Wealso believe that the best work gets done when a diverse teamsearches for solutions that address the needs of a varied populace and we are
committed to increasing diversity within our ranks.

Our Commitmentto Patients

Patients and their advocates are at the heart of everything we do, so we created a support network called Patient and Stakeholder Engagement
(PASE) that integrates the input ofall relevant stakeholders in the development of patient-centered drugs and devices. We work with sponsors
to. understand each disease’s burden and patient treatment goals, gaining vital insight into effective recruitment and retention strategies.
Patients and families factor heavily in trial design. And, importantly, we build relationships with patient communities and key opinionleaders.

Our Commitmentto Social Responsibility

Premier Research supports many programs and activities that contribute to the unmet societal and charitable needs of people with rare diseases
across our global community. These include Rare Disease Day, Alex's Lermonade Stand Foundation, Make-A-Wish Foundation, March of Dimes,
back-to-schoolinitiatives, men’s and women’s health programs, and charity runs.

Our Commitment to the Environment

We are continuously improving our environmental management system by reviewing internal processes to ensure Premier Researchis
consistently achieving environmental objectives.

Our environmental policy has been incorporated throughout the company and applied to our supply chain by adapting the following measures:

= Ensure the awareness and compliance of all Premier Researchstaff throughinduction training, annual updates and continuous
development. This aims to encourage staff to continue to work in an environmentally responsible manner, promoting the efficient use of
materials and resources provided by Premier Research, in particular those which are non-renewable.

= Ensure that our suppliers and/or service providers have, as a minimum, an Environmentalpolicy in place that ensure they are continuously
striving to operate more efficiently and with reduced fuel emissions.

® Reduce our Carbon footprint and waste through re-use and recycling and by purchasing recycled, recyclable or re-furbished products and
materials where these alternatives aré available, economical and suitable

* Ensure that our processes are operating within the minimum, achievable environmental impact by integrating the consideration of
environmental concerns inte all of our decisions and processes.

= Minimize the potential environmental impact of our products and services where possible by:

Reusable and Hazardous Materials

* Striving to minimize the use of paper in the office, e.g., by introducing electronic signatures, we cut down on printing hard copies for
handwritten signatures,

= Purchasing recycled and recyclable paper products.
" Reusing and recycling all waste where possible (appropriate bins are provided).
® Replacing hazardous materials and products such as cleaning products, with suitable substitutions and ensuring that employees are

aware of the processes that are in place to protect human health and the enviranment when these materials are used, stored and
disposedof.

Energy

" Installation of passive infra-red detectors that switch off lights in common areas when no one is present.
" Making useofefficient luminaires where possible,e.g., L-E.D, light bulbs.
* Triggered heating and air-conditioning systemsfor use during office hours only.
" Installation of local thermostats to create comfort zones, eliminating wasted energy for unoccupied spaces.
® Purchasing of energy efficient products.

Travel

= Limiting the need for unnecessary travel.
® Requiring senior management approval for non-billable travel,
= Booking non-stop flights reducing carbon emissions at take offs and landings.
® Utilizing IATA (international Air Transport Association) memberairlines who invest in carbon offset programs.
® Encourage hybrid and electric car rentals.
= Encourage train and bus travel where practical.

In pursuit of continual improvement we actively encourage everyone within Premier Researchto play a part in our corporate responsibility, by
taking action to reduce our environmental impact.
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Clinical Trial Data

Management
In the rea! world of research, study timelines

change,staffing needsshift, unusual database

formats need reconciliation, and data noise is

a steady distraction. That’s where we come
in.

07.05.2021

p SEARCH REQUEST INFORMATION —

 
We've learned a lot of lessons about clinical trial data management along the way, cormpleting projects in all major therapeutic areas across
multiple study phases. Westrive to quickly address any issue that arises, providing clean, robust data to guide your drug throughits
developmentlife cycle.

Our data managers are seasoned ininformation technology and pharmaceutical research data analysis. Many hold advanced degrees in math,
science, or computerscience, and all provide a full complement of services including database design, development, and validation; development
of case report forms; data cleaning; medical coding; and handling of serious adverse events.

PREMIER INSIGHT 243

Solving a real puzzle
The sponsor's requirements changed almostdaily, severely testing a lab
SUuraoecimetn te BeeelaaeeReLeRo)a]
titration paths. That’s when Premier Research steppedin.

PREMIER INSIGHT 238

Back on track

A pharma company developing a drug to treat urea cycle disorder struggled:
with a CROthat was not effectively managing the study data. As trouble
CetMuRee:CeeUse Races)cree lat eagles elle 

Data management Is part of a wide range of service offerings that include regulatory consulting, project management, and
pharmacovigilance. Follow the links below to learn more about howclients gain from our specialized expertise
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GLOBAL COMPLIANCE

Premier Research NamesEllen Teplitzky Chief
Compliance Officer and SVP of Legal Affairs

April 8, 2021

 
MORRISVILLE, N.C., April 8, 2021 Prernier Research, the clinical research companythat’s Built for Biotech, today announced the appointment
of Ellen Teplitzky as Chief Compliance Officer and Senior Vice President, Legal Affairs.

Since joining Premier Research six years ago, Ms. Teplitzky has been instrumentalin streamlining the customer contracting process and
managing requirements associated with the European Union’s General Data Protection Regulation (GDPR) among other successes. In her new
role, she will be responsible for establishing standards and implementing procedures that ensure the highestlevel of global compliance for
Premier's biotech and specialty pharma sponsors.

“From day one six years ago, Ellen has supported our customers in so many ways by continuously monitoring changesin the legal and regulatory
landscape and proactively seeking out and implementing effective solutions,” said Premier Research Chief Cornmmercial Offer Sean Russell. “Now
she has stepped upto direct our global compliance efforts just as this function has become morecritical than ever to our sponsors and
regulators.”

Ms. Teplitzky began herlegal careerin private practice and transitioned into government service. She earned a Master of Law with a specialty
designation in law and development, awarded with merit from the University of London.She also holds a bachelor’s in history from Emory
College, and a J.D. from the Emory University School of Law.

About Premier Research

Premier Research,a clinical research company,is dedicated to helping biotech, specialty pharma, and device innovators transform life-changing
ideas and breakthrough science into new medical treatments.

Asa global company, Premier Research specializes in the use of innovative technologies for smart study design and trial managementto deliver
clean, conclusive data to sponsors.

Whetherit’s developing product lifecycle strategies, reducing clinical developmentcycle times, securing access to patients, navigating global
regulations, maximizing the impact oflimited rare disease data, or providing expertise in specific therapeutic areas, Premier Research is
committed to helping its customers answer the unmet needs of patients across a broad range of medical conditions.
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ePremier CTMS: The Central Organizing
Principle for Successful Studies

By Premier Research | April 7, 2021

remierPere
Built for Biotech

premier-research.com
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Across the industry, most trials don't have access to real-time results...which leads to delays.
95% of those delays last longer than a month.

Addressing this challenge means tackling the underlying problems of data being held in
disparate places, and failure to predict and addressrisk. Our Premier Qne Ecosystem captures
all the data related to yourtrial and brings it together in our ePremier Integration hub, used by
our highly trained clinical data scientists for seamless study management, near-real-time data
analysis and rapid, informed actions.

The ePremier CTMSis part of this system-agnostic data integration platform. Watch this video
to learn how this powerful application brings togetherall your study data so that your Premier
project team can provide you with deeper insights, automate adrninistrative tasks, and
generate critical reports. Premier Research. Built for Biotech*
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Market Application and Life-Cycle Management:
The Road to Commercial Success
Wednesday, May 19, 2021 | lam EDT (NA) / 4pm BST(UK) / 4pm CEST (EU-
Central)

Looking Ahead to the Future of Dermatology
Research
On-Demand

Premier One Ecosystem
On-Demand

The Importance of Site Selection and Dosing
Strategies in Early-Phase Oncology Studies
On-Demand

Connect with us
Ready to get started? So are we. Drop us a line to learn more about
how we canhelp.

CONTACT US NOW
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Frequently Asked Questions for Drug &
Product Development

By Premier Research | February 4, 2020

Whatis the 21st Century Cures Act?

Legislation designed to help accelerate medical product development and bring new
innovations and advances to patients who need themfaster and moreefficiently.

A

Whatis an active pharmaceutical ingredient (API)?

Any substance or mixture of substancesthat is intended to be used in the manufacture of a
drug product and that becomesanactive ingredient of the drug product whenused in the
productionof the drug.

Whatis adaptive design?

A clinical trial study design that may be more flexible by utilizing results accumulated during a
trial to modify the trial’s course in accordance with pre-specified rules.

Whatis an adverse drug reaction (ADR)?

Any harmful or unintended response to a medicinal product related to any dose.

Whatis an adverse event (AE)?

Any untoward medical occurrence associated with the use of a medicinal product in humans,
whetheror notit is considered drug related.

Whatis the Association of American Cancer Institutes (AACI)?

Anassociation of 100 of the top academic and independent cancer research centers in North
America.

Whatare basket studies?

A more recent development for oncologyclinical trials, also knownas bucket studies, these
studies include patients who have a certain genetic mutation in commonregardlessof thesite
or origin of cancer in the body.

Whatis a case report form (CRF)?

A paperor electronic questionnaire used in the context ofa clinical trial to collect data from
study participants.

Whatis the Center for Biologics Evaluation and Research (CBER)?

The branchof the U.S. Food and Drug Administration (FDA)that is responsible for regulating
biological products for humanuse under applicable federal laws.

Whatis the Center for Cancer Research (CCR)?

The largest division of the intramural research programof the National Cancer Institute (NCI),
this center comprises approximately 250 basic and clinical research groups.

Whatis the Center for Devices and Radiological Health (CDRH)?

The branchof the FDA thatis responsible for premarket approval of all medical devices, as well
as oversight of the manufacturing, performance, and safety of these devices.

Whatis the Center for Drug Evaluation and Research (CDER)?

The branch of the FDA thatis responsible for monitoring the safety and efficacy of over-the-
counter and prescription druas.including biologics and generics.
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Whatis the Centers for Medicare & Medicaid Services (CMS)?

 

A federal agency within the U.S. Department of Health and HumanServices (DHHS) that
administers Medicare and works with state governments to administer Medicaid and the
Children’s Health Insurance Program(CHIP). CMSis also responsible for ensuring health
insurance portability standards, long-term care facility quality standards, and clinical laboratory
quality standards under the Clinical Laboratory Improvement Amendments (CLIA).

Whatis a centralizedclinical trials office (CCTO)orclinical trials office (CTO)?

A central office that provides infrastructure and operational support for researchers, sponsors,
and patients involved in the conductofclinical trials.

Whatis the Clinical and Translational Science Award (CTSA) Program?

A programdesigned to develop innovative solutions that improve the efficiency, quality, and
impact of the process for translating laboratory, clinic, and community observations into
interventions that improve the health of individuals and the public.

Whatis the Clinical Data Acquisition Standards Harmonization (CDASH) guidance?

Part of the clinical data interchange standards consortium (CDISC)initiative, this is a set of best
practices for developing case report forms.

Whatis clinical data management (CDM)?

A critical processinclinical research, which leads to generationof high-quality, reliable, and
statistically sound data fromclinical trials.

Whatis a clinical data management system (CDMS)?

A tool used inclinical research to manage the data generated ina clinical trial.

Whatis the Clinical Data Update System (CDUS)?

The main repository ofclinical trial data for the NCI's Division of Cancer Treatment and
Diagnosis (DCTD) and Division of Cancer Prevention (DCP).

Whatis a clinical research associate (CRA)?

This role is responsible for organizing and administering clinical trials of new or current drugs in
order to assess the benefits and risks.

Whatis a clinical research coordinator (CRC)?

This role is responsible for conductingclinical trials according to goodclinical practice
guidelines.

Whatis a clinical study report (CSR)?

A detailed document that integrates the clinical and statistical description, presentations,
analyses, and all background informationrelated to a clinical study.

 
Whatis a clinical trial management system (CTMS)?

A software system used by the biopharmaceutical industry to manageclinicaltrials in clinical
research.

Whatis the Clinical Trials Reporting Program (CTRP)?

A comprehensive database that includes information onall NCI-supportedclinical trials.

Whatis the Code of Federal Regulations (CFR)?

Asystemof general and permanentrules and regulations published in the Federal Register by
the U.S. federal government.

Whatis a cohort study?

A longitudinal study that is designed to follow a group of subjects over time.

Whatare the Common Terminology Criteria for Adverse Events (CTCAE)?

Also called commontoxicity criteria, this is a set of criteria developed by the NCI to standardize
the classification of adverse effects of drugs used in cancer therapy.

Whatis a contract manufacturing organization (CMO)?

Also called a contract development and manufacturing organization (CDMO), this is a company
that provides drug development and manufacturing services to other companies in the
pharmaceutical industry on a contract basis.

Whatis a contract research organization (CRO)?

A company that providesclinical trial support to the pharmaceutical, biotechnology, and
medical device industries in the formof research services outsourced on a contract basis.

Whatis a Corrective and Preventive Action (CAPA) system?

A systemto collect information, analyze information,identify, and investigate product and
quality problems, and take appropriate and effective corrective and/or preventive action to
prevent their recurrence.
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Whatis a data and safety monitoring board (DSMB)?

v

Also knownas a data monitoring committee (DMC) or data and safety monitoring cammittee
(DSMC),this is an independent group of experts who monitor study conduct and safety on an
ongoing basis throughouta clinicaltrial.

Whatis a data manager (DM)?

In the context of a clinicaltrial, this role is responsible for ensuring thatall data is collected,
managed, and reported accurately.

Whatis a data monitoring committee (DMC)?

Also knownas a data and safety monitoring board (DSMB)or data and safety monitoring
committee (DSMC), this is an independent group of experts who monitor study conduct and
safety on an ongoing basis throughouta clinical trial.

Whatis the Departmentof Health and Human Services (HHS)?

Also knownas the Health Department, this departmentof the U.S. federal governmentis
responsible for protecting the healthof all Americans and providing essential humanservices.

E

Whatis an electronic case report form (eCRF)?

Anelectronic questionnaire used inclinical trial research to collect data from each study
participant.

Whatis electronic data capture (EDC)?

The use of systemsto collectclinical trial data in electronic form as opposed to paper form.

Whatis an electronic health record (EHR)?

A digital version of a patient’s health records, including information fromall clinicians,
laboratories, and health care institutions involved in the patients’ care.

Whatis an electronic medical record (EMR)?

A digital version of a patient's medical and treatment history, usually from one health care
practice.

Whatis an electronic patient-reported outcome (ePRO)?

Any patient-reported outcomethatis collected by electronic methods.

Whatis an electronic trial masterfile (eTMF)?

A trial master file thatis in digital format and contains the essential data froma clinicaltrial.

Whatis an ethics committee (EC)?

Anindependent body that is responsible for ensuring that medical experimentation and
research on humansubjects is conducted in an ethical manner in accordance withnational and
international law.

Whatis the European Medical Device Regulation (EU MDR)?

A EuropeanUnion (EU) regulation which ensures high standards of quality and safety for
medical devices being producedin or supplied into Europe.

F

Whatis Fast Track (FT) designation?

A process designedto facilitate the development and expedite the review of drugsto treat
serious conditions and to address an unmet medical need.

Whatis Federalwide Assurance (FWA)?

Documentationof an institution’s assurance of compliance with U.S. federal regulationsfor the
protection of human subjects in research.

Whatis Findable, Accessible, Interoperable, Reusable (FAIR)?

A set of guiding principles for scientific data management which were designed to enhance the
ability of data or tools from non-cooperating resources to integrate or work together with
minimal effort.

Whatis the Food and Drug Administration (FDA)?

A federal agency responsible for protecting the public health by ensuring the safety, efficacy,
and security of human and veterinary drugs, biological products, and medical devices, as well
as by ensuring the safety of the food supply, cosmetics, and radiation-emitting products.

G

Whatis a general clinical research center (GCRC)?
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Also knownas a clinical research contdUBLICVERSION,(REDACTED)
clinical research.

Whatis the General Data Protection Regulation (GDPR)?

A regulation in EU law on data protection and privacyforall individual citizens of the EU and
the European Economic Area (EEA).

Whatis good clinical practice (GCP)?

Aninternational ethical and scientific quality standard for designing, conducting, recording,
and reporting trials that involve the participation of human subjects.

Whatis good documentation practice (GDP or GDocP)?

A termused in the pharmaceutical and medical device industries to describe standards and
guidelines used to record raw data entries in a legible, traceable, and reproducible manner.

Whatis the Health Insurance Portability and Accountability Act (HIPAA)?

A law enacted in August 1996 which mandates industry-wide standards for improving the
portability and continuity of health insurance coverage and ensuring the privacy, protection,
and confidential handling of protected health information.

Whatis an in-houseclinical research associate (IHCRA)?

This office-based role is responsible for supporting clinical research associates who are in the
field.

Whatis an independentethics committee (IEC)?

Also knownasaninstitutional review board, this is a committee charged with protecting the
rights and safety of clinical trial participants by reviewingall relevant study materials.

Whatis an informed consent form (ICF)?

A document containing informationthat allows individuals to make an informed decision about
whetheror not to participate in a clinical trial.

Whatis an institutional review board (IRB)?

Also knownas an independent ethics committee, this is a committee charged with protecting
the rights and safety ofclinical trial participants by reviewingall relevant study materials.

Whatis intention-to-treat (ITT) analysis?

A technique used in randomized controlled trials where the results of the study are analyzed
based ona participant’s initial treatment assignment and not the treatment eventually
received.

Whatis an interactive response system (IRS)?

A standard industry termfor interactive voice response (IVR) and interactive web response
(IWR) systemsthat allow detectionof voice, text, and web for gathering data related to clinical
research.

Whatis the International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use (ICH)?

This initiative brings together the regulatory authorities and pharmaceutical industry to discuss
scientific and technical aspects of drug registration.

Whatis the International Council for Harmonisation and GoodClinical Practice (ICH GCP E6
(R2])?

An amended guidance to encourage implementation of improved and moreefficient
approachestoclinical trial design, conduct, oversight, recording, and reporting, while
continuing to ensure humansubject protection and reliability of trial results.

Whatis an investigational device exemption (IDE)?

This approval allows an investigational device to be usedin a clinical study for the purpose of
collecting data onsafety and efficacy.

Whatis an investigational new drug application (IND)?

An FDA programby which a biopharmaceutical company obtains permission to start human
clinical trials and to ship an experimental drug acrossstatelines (usually to clinical
investigators) before a marketing applicationfor the drug has been approved.

Whatis an investigator-initiated trial (IIT)?

A clinical study initiated, developed, designed, and managed by a qualified sponsor who
assumes sole responsibility for conduct and managementof the study.

Whatis an Investigator Site File (ISF)?

A file containing the essential clinical trial documents necessary for the principal investigators

chrome-extension://boconcicammlancaacnnelfmaeahhaai/edithtml
PREMIERO00471

4/7



PREMIER000472

ＵＯＷＯＲＰＲＱ＠ ｮｩｭ｢ｵｳ＠ｳ｣ｲ･･ｮｳｨｯｴ＠｡ｰｰ＠ー ｲｩｮｴ＠

｡ｮ､＠ｴｨ･＠ｲ･ｳ･｡ｲ｣ｨ＠ｴ･｡ｭＮ＠

ｌ＠

ｗｨ｡ｴ＠ｩｳ＠｡＠ｬｯ｣｡ｬ＠ｲ･ｧｵｬ｡ｴｯｲｹ＠｡ｦｦ｡ｩｲｳ＠｡ｳｳｯ｣ｩ｡ｴ･＠ＨｌｒａａＩ＿＠

ａ＠ーｲｯｦ･ｳｳｩｯｮ｡ｬ＠ｷｨｯ＠ｩｳ＠ｲ･ｳｰｯｮｳｩ｢ｬ･＠ｦｯｲ＠･ｮｳｵｲｩｮｧ＠｣ｯｭｰｬｩ｡ｮ｣･＠ｷｩｴｨ＠ｬｯ｣｡ｬ＠ｧｯｶ･ｲｮｭ･ｮｴ＠ｲ･ｧｵｬ｡ｴｩｯｮｳＮ＠

ｗｨ｡ｴ＠ｩｳ＠ｬｯｮｧＭｴ･ｲｭ＠ｦｯｬｬｯｷ＠ｵｰ＠ＨｌｔｆｕＩ＿＠

ｉｮ＠ｴｨ･＠｣ｯｮｴ･ｸｴ＠ｯｦ＠｡＠｣ｬｩｮｩ｣｡ｬ＠ｴｲｩ｡ｬＬ＠ｴｨｩｳ＠ｲ･ｦ･ｲｳ＠ｴｯ＠｣ｯｮｴｩｮｵｩｮｧ＠ｭｯｮｩｴｯｲｩｮｧ＠ｴｯ＠･ｶ｡ｬｵ｡ｴ･＠ｴｨ･＠ｬｯｮｧＭｴ･ｲｭ＠

･ｦｦ･｣ｴｳ＠ｯｦ＠｡＠ｴｲ･｡ｴｭ･ｮｴ＠ｯｲ＠ｩｮｴ･ｲｶ･ｮｴｩｯｮＮ＠

ｎ＠

ｗｨ｡ｴ＠ｩｳ＠ｴｨ･＠ｎ｡ｴｩｯｮ｡ｬ＠ｃ｡ｮ｣･ｲ＠ｉｮｳｴｩｴｵｴ･＠Ｈｎｃｏ＿＠

ｐ｡ｲｴ＠ｯｦ＠ｴｨ･＠ｎ｡ｴｩｯｮ｡ｬ＠ｉｮｳｴｩｴｵｴ･ｳ＠ｯｦ＠ｈ･｡ｬｴｨ＠ＨｎｉｈＩＬ＠ｴｨｩｳ＠｡ｧ･ｮ｣ｹ＠ｬ･｡､ｳＬ＠｣ｯｮ､ｵ｣ｴｳＬ＠｡ｮ､＠ｳｵｰｰｯｲｴｳ＠｣｡ｮ｣･ｲ＠

ｲ･ｳ･｡ｲ｣ｨ＠｡｣ｲｯｳｳ＠ｴｨ･＠ｕＮｓＮ＠

ｗｨ｡ｴ＠ｩｳ＠ｴｨ･＠ｎ｡ｴｩｯｮ｡ｬ＠ｉｮｳｴｩｴｵｴ･ｳ＠ｯｦ＠ｈ･｡ｬｴｨ＠ＨｎｉｈＩ＿＠

ｐ｡ｲｴ＠ｯｦ＠ｴｨ･＠ｈｈｓＬ＠ｴｨｩｳ＠ｩｳ＠ｴｨ･＠ｬ｡ｲｧ･ｳｴ＠｢ｩｯｭ･､ｩ｣｡ｬ＠ｲ･ｳ･｡ｲ｣ｨ＠｡ｧ･ｮ｣ｹ＠ｩｮ＠ｴｨ･＠ｷｯｲｬ､Ｎ＠

ｗｨ｡ｴ＠ｩｳ＠ｴｨ･＠ｎ｡ｴｩｯｮ｡ｬ＠ｌｩ｢ｲ｡ｲｹ＠ｯｦ＠ｍ･､ｩ｣ｩｮ･＠ＨｎｗＩ＿＠

ｏｰ･ｲ｡ｴ･､＠｢ｹ＠ｴｨ･＠ｕＮｓＮ＠ｦ･､･ｲ｡ｬ＠ｧｯｶ･ｲｮｭ･ｮｴＬ＠ｴｨｩｳ＠ｩｳ＠ｴｨ･＠ｷｯｲｬ､Ｇｳ＠ｬ｡ｲｧ･ｳｴ＠｢ｩｯｭ･､ｩ｣｡ｬ＠ｬｩ｢ｲ｡ｲｹＮ＠

ｗｨ｡ｴ＠ｩｳ＠｡＠ｮ｡ｴｵｲ｡ｬ＠ｨｩｳｴｯｲｹ＠ｳｴｵ､ｹ＿＠

ａ＠ｳｴｵ､ｹ＠ｴｨ｡ｴ＠ｦｯｬｬｯｷｳ＠｡＠ｧｲｯｵｰ＠ｯｦ＠ー ･ｯｰｬ･＠ｯｶ･ｲ＠ｴｩｭ･＠ｷｨｯ＠ｨ｡ｶ･Ｌ＠ｯｲ＠｡ｲ･＠｡ｴ＠ｲｩｳｫ＠ｯｦ＠､･ｶ･ｬｯｰｩｮｧＬ＠｡＠

ｳｰ･｣ｩｦｩ｣＠ｭ･､ｩ｣｡ｬ＠｣ｯｮ､ｩｴｩｯｮ＠ｯｲ＠､ｩｳ･｡ｳ･Ｎ＠

ｗｨ｡ｴ＠ｩｳ＠｡＠ｮ･ｷ＠､ｲｵｧ＠｡ｰｰｬｩ｣｡ｴｩｯｮ＠ＨｎｄａＩ＿＠

ａ＠ｶ･ｨｩ｣ｬ･＠ｴｨｲｯｵｧｨ＠ｷｨｩ｣ｨ＠､ｲｵｧ＠ｳｰｯｮｳｯｲｳ＠ｦｯｲｭ｡ｬｬｹ＠ー ｲｯｰｯｳ･＠ｴｨ｡ｴ＠ｴｨ･＠ｆｄａ＠｡ｰｰｲｯｶ･＠｡＠ｮ･ｷ＠

ｰｨ｡ｲｭ｡｣･ｵｴｩ｣｡ｬ＠ｦｯｲ＠ｳ｡ｬ･＠｡ｮ､＠ｭ｡ｲｫ･ｴｩｮｧ＠ｩｮ＠ｴｨ･＠ｕＮｓＮ＠

ｗｨ｡ｴ＠ｩｳ＠｡＠ｮｯｲｭ｡ｬ＠ｨ･｡ｬｴｨｹ＠ｶｯｬｵｮｴ･･ｲ＠ＨｎｈｖＩ＿＠

ａ＠ー･ｲｳｯｮ＠ｷｩｴｨ＠ｮｯ＠ｫｮｯｷｮ＠ｳｩｧｮｩｦｩ｣｡ｮｴ＠ｨ･｡ｬｴｨ＠ー ｲｯ｢ｬ･ｭｳ＠ｷｨｯ＠ー ｡ｲｴｩ｣ｩｰ｡ｴ･ｳ＠ｩｮ＠｣ｬｩｮｩ｣｡ｬ＠ｲ･ｳ･｡ｲ｣ｨ＠ｴｯ＠ｴ･ｳｴ＠

｡＠ｮ･ｷ＠､ｲｵｧＬ＠､･ｶｩ｣･Ｌ＠ｯｲ＠ｩｮｴ･ｲｶ･ｮｴｩｯｮＮ＠

Ｐ＠

ｗｨ｡ｴ＠ｩｳ＠｡ｮ＠ｯ｢ｳ･ｲｶ｡ｴｩｯｮ｡ｬ＠ｳｴｵ､ｹ＿＠

ａ＠ｦｵｮ､｡ｭ･ｮｴ｡ｬ＠ー ｡ｲｴ＠ｯｦ＠･ｰｩ､･ｭｩｯｬｯｧｩ｣｡ｬ＠ｲ･ｳ･｡ｲ｣ｨＬ＠ｴｨｩｳ＠ｩｳ＠｡＠ｳｴｵ､ｹ＠ｩｮ＠ｷｨｩ｣ｨ＠ｲ･ｳ･｡ｲ｣ｨ･ｲｳ＠ｯ｢ｳ･ｲｶ･＠

ｴｨ･＠･ｦｦ･｣ｴ＠ｯｦ＠｡＠､ｩ｡ｧｮｯｳｴｩ｣＠ｴ･ｳｴＬ＠ｴｲ･｡ｴｭ･ｮｴＬ＠ｩｮｴ･ｲｶ･ｮｴｩｯｮＬ＠ｯｲ＠ｲｩｳｫ＠ｦ｡｣ｴｯｲ＠ｷｩｴｨｯｵｴ＠ｴｲｹｩｮｧ＠ｴｯ＠｣ｨ｡ｮｧ･＠ｯｲ＠

｣ｯｮｴｲｯｬ＠ｴｨ･＠ｶ｡ｲｩ｡｢ｬ･＠ｵｮ､･ｲ＠ｩｮｶ･ｳｴｩｧ｡ｴｩｯｮＮ＠

ｗｨ｡ｴ＠ｩｳ＠ｴｨ･＠ｏｦｦｩ｣･＠ｦｯｲ＠ｈｵｭ｡ｮ＠ｒ･ｳ･｡ｲ｣ｨ＠ｐｲｯｴ･｣ｴｩｯｮｳ＠ＨｏｈｒｐＩ＿＠

ａｮ＠ｯｦｦｩ｣･＠ｷｩｴｨｩｮ＠ｴｨ･＠ｈｈｓ＠ｴｨ｡ｴ＠ｩｳ＠ｲ･ｳｰｯｮｳｩ｢ｬ･＠ｦｯｲ＠ｰｲｯｴ･｣ｴｩｮｧ＠ｴｨ･＠ｲｩｧｨｴｳＬ＠ｷ･ｬｦ｡ｲ･Ｌ＠｡ｮ､＠ｷ･ｬｬＭ｢･ｩｮｧ＠ｯｦ＠

ｨｵｭ｡ｮ＠ｳｵ｢ｪ･｣ｴｳ＠ｩｮｶｯｬｶ･､＠ｩｮ＠ｲ･ｳ･｡ｲ｣ｨ＠｣ｯｮ､ｵ｣ｴ･､＠ｯｲ＠ｳｵｰｰｯｲｴ･､＠｢ｹ＠ｈｈｓＮ＠

ｗｨ｡ｴ＠ｩｳ＠｡ｮ＠ｏｦｦｩ｣･＠ｯｦ＠ｃｬｩｮｩ｣｡ｬ＠ｔｲｩ｡ｬｳ＠ＨｏｃｔＩ＿＠

ａｮ＠ｯｦｦｩ｣･＠ｷｩｴｨｩｮ＠｡ｮ＠ｩｮｳｴｩｴｵｴｩｯｮ＠ｴｨ｡ｴ＠ｩｳ＠ｲ･ｳｰｯｮｳｩ｢ｬ･＠ｦｯｲ＠ｳｵｰｰｯｲｴｩｮｧ＠ｴｨ･＠･ｸ･｣ｵｴｩｯｮＬ＠｡ｮ､＠

ｭ｡ｮ｡ｧ･ｭ･ｮｴ＠ｯｦ＠｣ｬｩｮｩ｣｡ｬ＠ｲ･ｳ･｡ｲ｣ｨＮ＠

ｗｨ｡ｴ＠ｩｳ＠｡ｮ＠ｯｲｰｨ｡ｮ＠､ｲｵｧ＿＠

ｄ･ｦｩｮ･､＠｢ｹ＠ｴｨ･＠ｏｲｰｨ｡ｮ＠ｄｲｵｧ＠ａ｣ｴ＠ＨｏｄａＩＬ＠ｴｨｩｳ＠ｲ･ｦ･ｲｳ＠ｴｯ＠｡＠｢ｩｯｬｯｧｩ｣｡ｬ＠ｰｲｯ､ｵ｣ｴ＠ｧｲ｡ｮｴ･､＠ｳｰ･｣ｩ｡ｬ＠

ｳｴ｡ｴｵｳ＠ｴｯ＠ｴｲ･｡ｴ＠｡＠ｲ｡ｲ･＠､ｩｳ･｡ｳ･＠ｯｲ＠｣ｯｮ､ｩｴｩｯｮ＠ｵｰｯｮ＠ｴｨ･＠ｲ･ｱｵ･ｳｴ＠ｯｦ＠｡＠ｳｰｯｮｳｯｲＮ＠

ｐ＠

ｗｨ｡ｴ＠ｩｳ＠｡＠ーｩｬｯｴ＠ｳｴｵ､ｹ＿＠

ａ＠ｳｭ｡ｬｬ＠ｦ･｡ｳｩ｢ｩｬｩｴｹ＠ｳｴｵ､ｹ＠ｴｨ｡ｴ＠ｩｳ＠ｵｳｵ｡ｬｬｹ＠ー ･ｲｦｯｲｭ･､＠ｴｯ＠ｴ･ｳｴ＠ｨｹｰｯｴｨ･ｳ･ｳ＠ｩｮ＠ｰｲ･ｰ｡ｲ｡ｴｩｯｮ＠ｦｯｲ＠｡＠ｬ｡ｲｧ･ｲ＠

ｩｮｴ･ｲｶ･ｮｴｩｯｮ｡ｬ＠｣ｬｩｮｩ｣｡ｬ＠ｴｲｩ｡ｬＮ＠

ｗｨ｡ｴ＠ｩｳ＠｡＠ーｬ｡ｴｦｯｲｭ＠ｳｴｵ､ｹ＿＠

ａ＠｣ｬｩｮｩ｣｡ｬ＠ｴｲｩ｡ｬ＠ｷｩｴｨ＠｡＠ｳｩｮｧｬ･＠ｭ｡ｳｴ･ｲ＠ー ｲｯｴｯ｣ｯｬ＠ｩｮ＠ｷｨｩ｣ｨ＠ｭｵｬｴｩｰｬ･＠ｴｲ･｡ｴｭ･ｮｴｳ＠｡ｲ･＠･ｶ｡ｬｵ｡ｴ･､＠

ｳｩｭｵｬｴ｡ｮ･ｯｵｳｬｹＮ＠

ｗｨ｡ｴ＠ｩｳ＠｡＠ーｲｩｮ｣ｩｰ｡ｬ＠ｩｮｶ･ｳｴｩｧ｡ｴｯｲ＠ＨｐＰ＿＠

ｔｨ･＠ー ｲｩｭ｡ｲｹ＠ｩｮ､ｩｶｩ､ｵ｡ｬ＠ｲ･ｳｰｯｮｳｩ｢ｬ･＠ｦｯｲ＠ｴｨ･＠ー ｲ･ｰ｡ｲ｡ｴｩｯｮＬ＠｣ｯｮ､ｵ｣ｴＬ＠｡ｮ､＠｡､ｭｩｮｩｳｴｲ｡ｴｩｯｮ＠ｯｦ＠

ｬ｡｢ｯｲ｡ｴｯｲｹ＠ｳｴｵ､ｹ＠ｯｲ＠｣ｬｩｮｩ｣｡ｬ＠ｴｲｩ｡ｬＮ＠

ｗｨ｡ｴ＠ｩｳ＠ｰｲｯｴ･｣ｴ･､＠ｨ･｡ｬｴｨ＠ｩｮｦｯｲｭ｡ｴｩｯｮ＠ＨｐｈｉＩ＿＠

ｕｮ､･ｲ＠ｕＮｓＮ＠ｬ｡ｷＬ＠ｴｨｩｳ＠ｲ･ｦ･ｲｳ＠ｴｯ＠｡ｬｬ＠ｩｮ､ｩｶｩ､ｵ｡ｬｬｹ＠ｩ､･ｮｴｩｦｩ｡｢ｬ･＠ｨ･｡ｬｴｨ＠ｩｮｦｯｲｭ｡ｴｩｯｲｭＬ＠ｩｮ｣ｬｵ､ｩｮｧ＠

､･ｭｯｧｲ｡ｰｨｩ｣＠､｡ｴ｡Ｌ＠ｨ･｡ｬｴｨ＠ｳｴ｡ｴｵｳＬ＠ｴ･ｳｴ＠ｲ･ｳｵｬｴｳＬ＠ｩｮｳｵｲ｡ｮ｣･＠ｩｮｦｯｲｭ｡ｴｩｯｮＬ＠｡ｮ､＠｡ｮｹ＠ｯｴｨ･ｲ＠ｩｮｦｯｲｭ｡ｴｩｯｮ＠

ｵｳ･､＠ｴｯ＠ｩ､･ｮｴｩｦｹ＠｡＠ー｡ｴｩ･ｮｴ＠ｯｲ＠ー ｲｯｶｩ､･＠ｨ･｡ｬｴｨ｣｡ｲ･＠ｳ･ｲｶｩ｣･ｳ＠ｯｲ＠｣ｯｶ･ｲ｡ｧ･Ｎ＠

ｗｨ｡ｴ＠ｩｳ＠｡＠ーｲｯｴｯ｣ｯｬ＠｣ｯｯｲ､ｩｮ｡ｴｯｲ＠ＨｐｃＩ＿＠

｣ｨｲｯｭ･Ｍ･ｸｴ･ｮｳｦｮｮＺＯＯｨｮ｣ｮｮ｣ｩ｣｡ｭｭｉＲｮ｣ｮｯ｣ｮｮ･ｉｦｭ｡･ｮｨｨｯｩＯ･､ｩｴｨｴｭｉ＠ ＵＯＷ＠

PUBLIC VERSION (REDACTED)

3/7/2021 nimbus screenshotappprint

PUBLIC VERSION (REDACTED)and the research team.

Whatis a local regulatory affairs associate (LRAA)?

A professional whois responsible for ensuring compliance with local government regulations.

Whatis long-term follow up (LTFU)?

In the context of a clinicaltrial, this refers to continuing monitoring to evaluate the long-term
effects of a treatment or intervention.

Whatis the National CancerInstitute (NCI)?

Part of the National Institutes of Health (NIH), this agency leads, conducts, and supports cancer
research across the U.S.

Whatis the National Institutes of Health (NIH)?

Part of the HHS,this is the largest biomedical research agencyin the world.

Whatis the National Library of Medicine (NLM)?

Operated by the U.S. federal government, this is the world’s largest biomedicallibrary.

Whatis a naturalhistory study?

A study that follows a group of people over time who have, orare at risk of developing, a
specific medical condition or disease.

Whatis a new drug application (NDA)?

A vehicle through which drug sponsors formally propose that the FDA approve a new
pharmaceutical for sale and marketing in the US.

Whatis a normal healthy volunteer (NHV)?

A person with no knownsignificant health problems who participates in clinical research to test
a new drug,device, or intervention.

O

Whatis an observational study?

A fundamental part of epidemiological research, this is a study in which researchers observe
the effect of a diagnostic test, treatment, intervention, or risk factor without trying to change or
control the variable under investigation.

Whatis the Office for Human Research Protections (OHRP)?

Anoffice within the HHS that is responsible for protecting the rights, welfare, and well-being of
humansubjects involved in research conducted or supported by HHS.

Whatis an Office of Clinical Trials (OCT)?

Anoffice within aninstitution that is responsible for supporting the execution and
managementofclinical research.

Whatis an orphan drug?

Defined by the Orphan Drug Act (ODA), this refers to a biological product granted special
status to treat a rare disease or condition uponthe request of a sponsor.

Whatis a pilot study?

A small feasibility study that is usually performed to test hypotheses in preparation for a larger
interventionalclinical trial.

Whatis a platform study?

A clinical trial with a single master protocol in which multiple treatrnents are evaluated
simultaneously.

Whatis a principal investigator (PI)?

The primary individual responsible for the preparation, conduct, and administration of
laboratory study or clinical trial.

Whatis protected health information (PHI)?

Under U.S.law,this refers to all individually identifiable health information, including
demographic data, health status, test results, insurance information, and any other information
used to identify a patient or provide healthcare services or coverage.

Whatis a protocol coordinator (PC)?

chrome-extension://boconcicammlancaacnnelfmaeahhaai/edithtml
PREMIER000472

5/7



PREMIER000473

ＵＯＷＯＲＰＲＱ＠ ｮｩｭ｢ｵｳ＠ｳ｣ｲ･･ｮｳｨｯｴ＠｡ｰｰ＠ー ｲｩｮｴ＠

ｉｮ＠ｴｨ･＠｣ｯｮｴ･ｸｴ＠ｯｦ＠｡＠｣ｬｩｮｩ｣｡ｬ＠ｴｲｩ｡ｬＬ＠ｴｨｩｳ＠ｲｯｬ･＠ｩｳ＠ｲ･ｳｰｯｮｳｩ｢ｬ･＠ｦｯｲ＠｣ｯｮ､ｵ｣ｴｩｮｧ＠ｴｨ･＠ｩｮｦｯｲｭ･､＠｣ｯｮｳ･ｮｴ＠

ｰｲｯ｣･ｳｳ＠｡ｮ､＠･ｮｳｵｲｩｮｧ＠｣ｯｭｰｬｩ｡ｮ｣･＠ｷｩｴｨ＠ｴｨ･＠ー ｲｯｴｯ｣ｯｬＮ＠

ｗｨ｡ｴ＠ｩｳ＠ ＠ーｲｯｴｯ｣ｯｬ＠ｲ･ｶｩ･ｷ＠｡ｮ､＠ｭｯｮｩｴｯｲｩｮｧ＠｣ｯｭｭｩｴｴ･･＠ＨｐｒｍｃＩ＿＠

ａ＠｣ｯｲｲｲｲｲｲｩｴｴ･･＠ｲ･ｳｰｯｮｳｩ｢ｬ･＠ｦｯｲ＠｡ｳｳ･ｳｳｩｮｧ＠｡ｮ､＠ｯｶ･ｲｳ･･ｩｮｧ＠ｴｨ･＠ｳ｣ｩ･ｮｴｩｦｩ｣＠ｭ･ｲｩｴ＠｡ｮ､＠ｩｮｴ･ｧｲｩｴｹ＠ｯｦ＠｡＠

｣ｬｩｮｩ｣｡ｬ＠ｴｲｩ｡ｬＮ＠

ｗｨ｡ｴ＠ｩｳ＠ ＠ーｲｯｴｯ｣ｯｬ＠ｲ･ｶｩ･ｷ＠｡ｮ､＠ｭｯｮｩｴｯｲｩｮｧ＠ｳｹｳｴ･ｭ＠ＨｐｒｉｍｓＩ＿＠

ｍ｡ｮ､｡ｴ･､＠｢ｹ＠ｴｨ･＠ｎｃｉ＠ｦｯｲ＠･ｶ･ｲｹ＠ｃ｡ｮ｣･ｲ＠ｓｹｳｴ･ｭＬ＠ｴｨｩｳ＠ｩｳ＠｡＠ｳｹｳｴ･ｭ＠ｵｳ･､＠ｴｯ＠｡ｳｳ･ｳｳ＠ｴｨ･＠ｳ｣ｩ･ｮｴｩｦｩ｣＠

ｭ･ｲｩｴ＠｡ｮ､＠ｦ･｡ｳｩ｢ｩｬｩｴｹ＠ｯｦ＠｡ｬｬ＠｣ｬｩｮｩ｣｡ｬ＠ｴｲｩ｡ｬ＠ｰｲｯｴｯ｣ｯｬｳ＠ｳｴｵ､ｹｩｮｧ＠ｳｵ｢ｪ･｣ｴｳ＠､ｩ｡ｧｮｯｳ･､＠ｷｩｴｨＬ＠ｯｲ＠｡ｴ＠ｲｩｳｫ＠ｦｯｲＬ＠

｣｡ｮ｣･ｲＮ＠

ｑ＠

ｗｨ｡ｴ＠ｩｳ＠ ＠ｱｵ｡ｬｩｦｹｩｮｧ＠｣ｬｩｮｩ｣｡ｬ＠ｴｲｩ｡ｬ＠ＨｏｃｔＩ＿＠

ａ＠ｴｲｩ｡ｬ＠ｴｨ｡ｴ＠ｭ･･ｴｳ＠ｴｨ･＠ｲ･ｱｵｩｲ･ｭ･ｮｴｳ＠ｳ･ｴ＠ｦｯｲｴｨ＠｢ｹ＠ｴｨ･＠ｃｍｓ＠ｦｯｲ＠｣ｯｶ･ｲ｡ｧ･＠ｯｦ＠ｲｯｵｴｩｮ･＠｣ｯｳｴｳＮ＠

ｗｨ｡ｴ＠ｩｳ＠ｱｵ｡ｬｩｴｹ＠｣ｯｮｴｲｯｬ＠ＨＰＰ＿＠

ｉｮ＠ｴｨ･＠｣ｯｮｴ･ｸｴ＠ｯｦ＠｡＠｣ｬｩｮｩ｣｡ｬ＠ｴｲｩ｡ｬＬ＠ｴｨｩｳ＠ｲ･ｦ･ｲｳ＠ｴｯ＠ｴｨ･＠ー ｲｯ｣･､ｵｲ･ｳ＠ｵｴｩｬｩｺ･､＠ｴｯ＠･ｮｳｵｲ･＠ｴｨ･＠ー ｲｯｴ･｣ｴｩｯｮ＠ｯｦ＠

ｨｵｭ｡ｮ＠ｳｵ｢ｪ･｣ｴｳ＠｡ｮ､＠ｴｨ･＠ｲ･ｬｩ｡｢ｩｬｩｴｹ＠ｯｦｴｨ･＠､｡ｴ｡＠ｧ･ｮ･ｲ｡ｴ･､Ｎ＠

ｐ＠

ｗｨ｡ｴ＠ｩｳ＠｡＠ｲ｡ｮ､ｯｭｩｺ･､＠｣ｯｮｴｲｯｬｬ･､＠ｴｲｩ｡ｬ＠ＨｒｃｔＩ＿＠

ａｮ＠ｩｮｴ･ｲｶ･ｮｴｩｯｮ＠ｳｴｵ､ｹ＠ｩｮ＠ｷｨｩ｣ｨ＠｡＠ｧｲｯｵｰ＠ｯｦ＠ｳｵ｢ｪ･｣ｴｳ＠ｷｩｴｨ＠ｳｩｭｩｬ｡ｲ＠｣ｨ｡ｲ｡｣ｴ･ｲｩｳｴｩ｣ｳ＠｡ｲ･＠ｲ｡ｮ､ｯｭｩｺ･､＠

ｴｯ＠ｲ･｣･ｩｶ･＠ｯｮ･＠ｯｦ＠ｳ･ｶ･ｲ｡ｬ＠､･ｦｩｮ･､＠ｩｮｴ･ｲｶ･ｮｴｩｯｮｳＮ＠

ｗｨ｡ｴ＠ｩｳ＠ｲ･｡ｬＭｷｯｲｬ､＠､｡ｴ｡＠ＨｒｗｄＩ＿＠

ｄ｡ｴ｡＠ｲ･ｬ｡ｴｩｮｧ＠ｴｯ＠ｰ｡ｴｩ･ｮｴ＠ｨ･｡ｬｴｨ＠ｳｴ｡ｴｵｳ＠｡ｮ､Ｏｯｲ＠ｴｨ･＠､･ｬｩｶ･ｲｹ＠ｯｦ＠ｨ･｡ｬｴｨ＠｣｡ｲ･＠｣ｯｬｬ･｣ｴ･､＠ｦｲｯｭ＠｡＠ｶ｡ｲｩ･ｴｹ＠

ｯｦ＠ｳｯｵｲ｣･ｳＬ＠ｳｵ｣ｨ＠｡ｳ＠･ｬ･｣ｴｲｯｮｩ｣＠ｨ･｡ｬｴｨ＠ｲ･｣ｯｲ､ｳＬ＠｣ｬ｡ｩｭｳ＠｡ｮ､＠｢ｩｬｬｩｮｧ＠｡｣ｴｩｶｩｴｩ･ｳＬ＠ｰｲｯ､ｵ｣ｴ＠｡ｮ､＠､ｩｳ･｡ｳ･＠

ｲ･ｧｩｳｴｲｩ･ｳＬ＠ｰ｡ｴｩ･ｮｴＭｧ･ｮ･ｲ｡ｴ･､＠､｡ｴ｡Ｌ＠､｡ｴ｡＠ｧ｡ｴｨ･ｲ･､＠ｦｲｯｭ＠ｯｴｨ･ｲ＠ｳｯｵｲ｣･ｳ＠Ｈ･ＮｧＮＬ＠ｭｯ｢ｩｬ･＠､･ｶｩ｣･ｳＩＮ＠

ｗｨ｡ｴ＠ｩｳ＠ｲ･｡ｬＭｷｯｲｬ､＠･ｶｩ､･ｮ｣･＠ＨｒｗｅＩ＿＠

ｃｬｩｮｩ｣｡ｬ＠･ｶｩ､･ｮ｣･＠ｲ･ｧ｡ｲ､ｩｮｧ＠ｴｨ･＠ｵｳ｡ｧ･＠｡ｲｩ､＠ｰｯｴ･ｮｴｩ｡ｬ＠｢･ｮ･ｦｩｴｳ＠ｯｲ＠ｲｩｳｫｳ＠ｯｦ＠｡＠ｭ･､ｩ｣｡ｬ＠ー ｲｯ､ｵ｣ｴ＠

､･ｲｩｶ･､＠ｦｲｯｭ＠｡ｮ｡ｬｹｳｩｳ＠ｯｦ＠ｲ･｡ｬＭｷｯｲｬ､＠､｡ｴ｡Ｎ＠ｒｗｅ＠｣｡ｮ＠｢･＠ｧ･ｮ･ｲ｡ｴ･､＠｢ｹ＠､ｩｦｦ･ｲ･ｮｴ＠ｳｴｵ､ｹ＠､･ｳｩｧｮｳ＠ｯｲ＠

｡ｮ｡ｬｹｳ･ｳＬ＠ｩｮ｣ｬｵ､ｩｮｧ＠｢ｵｴ＠ｮｯｴ＠ｬｩｭｩｴ･､＠ｴｯＬ＠ｲ｡ｮ､ｯｭｩｺ･､＠ｴｲｩ｡ｬｳＬ＠ｩｮ｣ｬｵ､ｩｮｧ＠ｬ｡ｲｧ･＠ｳｩｭｰｬ･＠ｴｲｩ｡ｬｳＬ＠ｰｲ｡ｧｭ｡ｴｩ｣＠

ｴｲｩ｡ｬｳＬ＠｡ｮ､＠ｯ｢ｳ･ｲｶ｡ｴｩｯｮ｡ｬ＠ｳｴｵ､ｩ･ｳ＠Ｈｰｲｯｳｰ･｣ｴｩｶ･＠｡ｮ､Ｏｯｲ＠ｲ･ｴｲｯｳｰ･｣ｴｩｶ･ＩＮ＠

ｗｨ｡ｴ＠ｩｳ＠｡＠ｲ･ｧｩｳｴｲｹ＿＠

ａ＠､｡ｴ｡＠｣ｯｬｬ･｣ｴｩｯｮ＠ｴｯｯｬ＠ｴｹｰｩ｣｡ｬｬｹ＠ｵｳ･､＠ｴｯ＠｢･ｴｴ･ｲ＠ｵｮ､･ｲｳｴ｡ｮ､＠ｬｯｮｧＭｴ･ｲｭ＠ｴｲ･ｮ､ｳ＠ｩｮ＠｡＠ｳｰ･｣ｩｦｩ｣＠

ｰｯｰｵｬ｡ｴｩｯｮＬ＠ｳｵ｣ｨ＠｡ｳ＠ー ｡ｴｩ･ｮｴｳ＠ｷｩｴｨ＠｡＠ー｡ｲｴｩ｣ｵｬ｡ｲ＠､ｩｳ･｡ｳ･＠ｯｲ＠･ｸｰｯｳｵｲ･＠ｴｯ＠｡＠｣･ｲｴ｡ｩｮ＠ｴｲ･｡ｴｭ･ｮｴＮ＠

ｓ＠

ｗｨ｡ｴ＠ｩｳ＠｡＠ｳ｣ｩ･ｮｴｩｦｩ｣＠ｲ･ｶｩ･ｷ＠｢ｯ｡ｲ､＠ＨｓｒｂＩ＿＠

ａｬｳｯ＠｣｡ｬｬ･､＠｡＠ｳ｣ｩ･ｮｴｩｦｩ｣＠ｲ･ｶｩ･ｷ＠｣ｯｭｭｩｴｴ･･＠ｯｲ＠ｳ｣ｩ･ｮｴｩｦｩ｣＠ｲ･ｶｩ･ｷ＠ｰ｡ｮ･ｬＬ＠ｴｨｩｳ＠ｩｳ＠｡＠ｧｲｯｵｰ＠ｯｦ＠｣ｬｩｮｩ｣ｩ｡ｮｳＬ＠

ｲ･ｳ･｡ｲ｣ｨ･ｲｳＬ＠｡ｮ､＠ｯｴｨ･ｲ＠･ｸｰ･ｲｴｳ＠ｴｨ｡ｴ＠･ｶ｡ｬｵ｡ｴ･ｳ＠ｴｨ･＠､･ｴ｡ｩｬ･､＠ー ｬ｡ｮ＠ｯｦ＠｡＠｣ｬｩｮｩ｣｡ｬ＠ｴｲｩ｡ｬ＠ｦｯｲ＠ｳ｣ｩ･ｮｴｩｦｩ｣＠

ｱｵ｡ｬｩｴｹ＠｡ｮ､＠｡ｰｰｲｯｰｲｩ｡ｴ･＠ｳｴｵ､ｹ＠､･ｳｩｧｮＮ＠

ｗｨ｡ｴ＠ｩｳ＠｡＠ｳ｣ｩ･ｮｴｩｦｩ｣＠ｲ･ｶｩ･ｷ＠｣ｯｭｭｩｴｴ･･＠ＨｓｒｃＩ＿＠

ａｬｳｯ＠｣｡ｬｬ･､＠｡＠ｳ｣ｩ･ｮｴｩｦｩ｣＠ｲ･ｶｩ･ｷ＠｢ｯ｡ｲ､＠ｯｲ＠ｳ｣ｩ･ｮｴｩｦｩ｣＠ｲ･ｶｩ･ｷ＠ー ｡ｮ･ｬＬ＠ｴｨｩｳ＠ｩｳ＠｡＠ｧｲｯｵｰ＠ｯｦ＠｣ｬｩｮｩ｣ｩ｡ｮｳＬ＠

ｲ･ｳ･｡ｲ｣ｨ･ｲｳＬ＠｡ｮ､＠ｯｴｨ･ｲ＠･ｸｰ･ｲｴｳ＠ｴｨ｡ｴ＠･ｶ｡ｬｵ｡ｴ･ｳ＠ｴｨ･＠､･ｴ｡ｩｬ･､＠ー ｬ｡ｮ＠ｯｦ＠｡＠｣ｬｩｮｩ｣｡ｬ＠ｴｲｩ｡ｬ＠ｦｯｲ＠ｳ｣ｩ･ｮｴｩｦｩ｣＠

ｱｵ｡ｬｩｴｹ＠｡ｮ､＠｡ｰｰｲｯｰｲｩ｡ｴ･＠ｳｴｵ､ｹ＠､･ｳｩｧｮＮ＠

ｗｨ｡ｴ＠ｩｳ＠｡＠ｳ･ｲｩｯｵｳ＠｡､ｶ･ｲｳ･＠･ｶ･ｮｴ＠ＨｓａｅＩ＿＠

ａｮ＠ｵｮｴｯｷ｡ｲ､＠ｭ･､ｩ｣｡ｬ＠ｯ｣｣ｵｲｲ･ｮ｣･＠｡ｳｳｯ｣ｩ｡ｴ･､＠ｷｩｴｨ＠ｴｨ･＠ｵｳ･＠ｯｦ＠｡＠ｭ･､ｩ｣ｩｮ｡ｬ＠ｰｲｯ､ｵ｣ｴ＠ｩｮ＠ｨｵｭ｡ｮｳ＠

ｷｨｩ｣ｨ＠ｩｳ＠ｬｩｦ･Ｍｴｨｲ･｡ｴ･ｮｩｮｧ＠ｯｲ＠ｲ･ｳｵｬｴｳ＠ｩｮ＠､･｡ｴｨＬ＠ｩｮｩｴｩ｡ｬ＠ｯｲ＠ー ｲｯｬｯｮｧ･､＠ｨｯｳｰｩｴ｡ｬｩｺ｡ｴｩｯｮＬ＠､ｩｳ｡｢ｩｬｩｴｹ＠ｯｲ＠

ｰ･ｲｭ｡ｮ･ｮｴ＠､｡ｭ｡ｧ･Ｌ＠ｯｲ＠｡＠｣ｯｮｧ･ｮｩｴ｡ｬ＠｡ｮｯｭ｡ｬｹ＠ｯｲ＠｢ｩｲｴｨ＠､･ｦ･｣ｴＮ＠

ｗｨ｡ｴ＠ｩｳ＠｡＠ｳｩｴ･＠ｭ｡ｮ｡ｧ･ｭ･ｮｴ＠ｯｲｧ｡ｮｩｺ｡ｴｩｯｮ＠ＨｓｆＱＰＩ＿＠

ａｬｳｯ＠ｫｮｯｷｮ＠｡ｳ＠｡＠ｴｲｩ｡ｬ＠ｭ｡ｮ｡ｧ･ｭ･ｮｴ＠ｯｲｧ｡ｮｩｺ｡ｴｩｯｮＬ＠ｴｨｩｳ＠ｩｳ＠｡ｮ＠ｯｲｧ｡ｮｩｺ｡ｴｩｯｮ＠ｴｨ｡ｴ＠ー ｲｯｶｩ､･ｳ＠｣ｬｩｮｩ｣｡ｬ＠

ｴｲｩ｡ｬＭｲ･ｬ｡ｴ･､＠ｳｵｰｰｯｲｴ＠ｳ･ｲｶｩ｣･ｳ＠ｴｯ＠｡＠｢ｩｯｰｨ｡ｲｭ｡｣･ｵｴｩ｣｡ｬ＠｣ｯｭｰ｡ｮｹＬ＠ｭ･､ｩ｣｡ｬ＠､･ｶｩ｣･＠｣ｯｭｰ｡ｮｹＬ＠

｣ｯｮｴｲ｡｣ｴ＠ｲ･ｳ･｡ｲ｣ｨ＠ｯｲｧ｡ｮｩｺ｡ｴｩｯｮＬ＠ｯｲ＠｣ｬｩｮｩ｣｡ｬ＠ｳｩｴ･Ｎ＠

ｗｨ｡ｴ＠ｩｳ＠ｳｯｵｲ｣･＠､ｯ｣ｵｭ･ｮｴ＠ｲ･ｶｩ･ｷ＠ｯｲ＠ｳｯｵｲ｣･＠､｡ｴ｡＠ｲ･ｶｩ･ｷ＠ＨｓｄｒＩ＿＠

ｔｨｩｳ＠ｲ･ｦ･ｲｳ＠ｴｯ＠ｴｨ･＠ｲ･ｶｩ･ｷ＠ｯｦ＠ｳｯｵｲ｣･＠､ｯ｣ｵｭ･ｮｴ｡ｴｩｯｮ＠ｴｯ＠｣ｨ･｣ｫ＠ｱｵ｡ｬｩｴｹＬ＠ｲ･ｶｩ･ｷ＠｣ｯｭｰｬｩ｡ｮ｣･＠ｷｩｴｨ＠ｴｨ･＠

ｰｲｯｴｯ｣ｯｬＬ＠｡ｮ､＠･ｮｳｵｲ･＠｣ｲｩｴｩ｣｡ｬ＠ｰｲｯ｣･ｳｳ･ｳ＠｡ｮ､＠ｳｯｵｲ｣･＠､ｯ｣ｵｭ･ｮｴ｡ｴｩｯｮ＠｡ｲ･＠｡､･ｱｵ｡ｴ･Ｎ＠

ｗｨ｡ｴ＠ｩｳ＠ｳｯｵｲ｣･＠､ｯ｣ｵｭ･ｮｴ＠ｶ･ｲｩｦｩ｣｡ｴｩｯｮ＠ＨｓｄｖＩ＿＠

ａ＠ｶ･ｲｩｦｩ｣｡ｴｩｯｮ＠ｯｦ＠ｴｨ･＠｣ｯｮｦｯｲｭｩｴｹ＠ｯｦ＠ｴｨ･＠､｡ｴ｡＠ー ｲ･ｳ･ｮｴ･､＠ｩｮ＠｣｡ｳ･＠ｲ･ｰｯｲｴ＠ｦｯｲｭｳ＠ｯｲ＠ｯｴｨ･ｲ＠､｡ｴ｡＠

｣ｯｬｬ･｣ｴｩｯｮ＠ｳｹｳｴ･ｭｳ＠ｷｩｴｨ＠ｳｯｵｲ｣･＠､｡ｴ｡Ｎ＠ｔｨｩｳ＠ｩｳ＠｣ｯｮ､ｵ｣ｴ･､＠ｴｯ＠･ｮｳｵｲ･＠ｴｨ｡ｴ＠ｴｨ･＠､｡ｴ｡＠｣ｯｬｬ･｣ｴ･､＠｡ｲ･＠

ｲ･ｬｩ｡｢ｬ･＠｡ｮ､＠｡ｬｬｯｷ＠ｲ･｣ｯｮｳｴｲｵ｣ｴｩｯｮ＠｡ｮ､＠･ｶ｡ｬｵ｡ｴｩｯｮ＠ｯｦ＠ｴｨ･＠ｴｲｩ｡ｬＮ＠

ｗｨ｡ｴ＠｡ｲ･＠ｓｰ･｣ｩ｡ｬｩｺ･､＠ｐｲｯｧｲ｡ｭｳ＠ｯｦ＠ｒ･ｳ･｡ｲ｣ｨ＠ｅｸ｣･ｬｬ･ｮ｣･＠ＨｓｐｏｒｅｳＩ＿＠

ｃ｡ｮ｣･ｲ＠ｲ･ｳ･｡ｲ｣ｨ＠ｧｲ｡ｮｴｳ＠ｦｯ｣ｵｳ･､＠ｯｮ＠｡＠ｳｰ･｣ｩｦｩ｣＠ｯｲｧ｡ｮ＠ｳｩｴ･＠ｯｲ＠ｯｮ＠｡＠ｧｲｯｵｰ＠ｯｦ＠ｨｩｧｨｬｹ＠ｲ･ｬ｡ｴ･､＠｣｡ｮ｣･ｲｳＮ＠

｣Ｌｨｲｯｭ･Ｍ･ｸｴ･ｮｳｦｮｮＺＯＯｨｮ｣ｯｮ｣ｪ｣｡ｭｭｉＲｭ｣ｮｯ｣ｮｮ･ｉｦｭ｡･ｮｨｨｯｩＯ･､ｪｴＮｨｴｭｉ＠ ＶＯＷ＠

PUBLIC VERSION (REDACTED)
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PUBLIC VERSION (REDACTED)In the context of a clinicaltrial, this role is responsible for conducting the informed consent
process and ensuring compliance with the protocol.

Whatis a protocol review and monitoring committee (PRMC)?

A committee responsible for assessing and overseeing the scientific merit and integrity of a
clinical trial.

Whatis a protocol review and monitoring system (PRMS)?

Mandated by the NCI for every Cancer System,this is a system used to assess the scientific
merit and feasibility of all clinical trial protocols studying subjects diagnosedwith,oratrisk for,
cancer.

Whatis a qualifyingclinical trial (QCT)?

A trial that meets the requirements set forth by the CMS for coverage of routine costs.

Whatis quality control (QC)?

In the context of a clinicaltrial, this refers to the procedures utilized to ensure the protection of
human subjects and the reliability of the data generated.

Whatis a randomized controlled trial (RCT)?

Anintervention study in which a group of subjects with similar characteristics are randomized
to receive one of several defined interventions.

Whatis real-world data (RWD)?

Data relating to patient health status and/orthe delivery of health care collected froma variety
of sources, suchas electronic health records, claims and billing activities, product and disease
registries, patient-generated data, data gathered fromother sources(¢.g., mobile devices).

Whatis real-world evidence (RWE)?

Clinical evidence regarding the usage and potential benefits or risks of a medical product
derived fromanalysis of real-world data. RWE can be generated by different study designs or
analyses, including but not limited to, randomizedtrials, including large simple trials, pragmatic
trials, and observational studies (prospective and/or retrospective).

Whatis a registry?

A data collection tool typically used to better understand long-termtrendsin a specific
population, such as patients with a particular disease or exposure to a certain treatment.

Whatis a scientific review board (SRB)?

Also called a scientific review committee or scientific review panel, this is a group ofclinicians,
researchers, and other experts that evaluates the detailed plan ofa clinical trial for scientific
quality and appropriate study design.

Whatis a scientific review committee (SRC)?

Also called a scientific review board or scientific review panel, this is a group ofclinicians,
researchers, and other experts that evaluates the detailed plan ofa clinical trial for scientific
quality and appropriate study design.

Whatis a serious adverse event (SAE)?

An untoward medical occurrence associated with the use of a medicinal product in humans
whichislife-threatening or results in death, initial or prolonged hospitalization, disability or
permanent damage, or a congenital anomaly or birth defect.

Whatis a site managementorganization (SMO)?

Also knownasa trial management organization, this is an organization that providesclinical
trial-related support services to a biopharmaceutical company, medical device company,
contract research organization,orclinicalsite.

Whatis source documentreview or source data review (SDR)?

This refers to the review of source documentation to check quality, review cornpliance with the
protocol, and ensurecritical processes and source documentation are adequate.

Whatis source documentverification (SDV)?

A verification of the conformity of the data presented in case report forms or other data
collection systems with source data. This is conducted to ensure that the data collected are
reliable and allow reconstruction and evaluation ofthetrial.

Whatare Specialized Programs of Research Excellence (SPOREs)?

Cancer research grants focused ona specific organsite or on a group of highly related cancers.
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. PUBLIC VERSION (REDACTED)SPORESare designed to support rapid,efficient translation of basic scientific findings and to
determine the biological basis for observations made inindividuals with cancer or in
populationsat risk for cancer.

Whatis a standard operating procedure (SOP)?

Detailed, written instructions to record routine operations, processes, and practices followed
within a business organization to ensure uniformity and compliance with institutional, federal,
and state guidances.

Whatis a study coordinator (SC)?

This role is responsible for supporting the management and coordinationofa clinical research
study.

Whatis the Study Data Tabulation Model (SDTM)?

This defines a standard structure for study data tabulations that are to be submitted as part of
anapplication to a regulatory authority such as the FDA.

Whatis a subjectvisit template (SVT)?

A template designed to ensure that adequate and complete documentationof a study visit is
captured.

Whatis a suspected unexpected serious adverse reaction (SUSAR)?

A termthat refers to an adverse event that occurs in a study participant and whichis assessed
by the sponsoror study investigator as being unexpected, serious, and likely to have a causal
relationship with the study drug.

T

Whatis a trial management organization (TMO)?

Also knownas a site management organization, this is an organization that providesclinical
trial-related support services to a biopharmaceutical company, medical device company,
contract research organization,orclinicalsite.

Whatis a trial master file (TMF)?

The collection of essential documents whichallows the conduct ofa clinical trial to be
reconstructed and evaluated.

U
Whatare umbrella studies?

Studies designed to test the impact ofdifferent drugs on different mutationsin a single type of
cancer.

Whatis an unanticipated adverse device effect (UADE)?

Any serious adverse effect on health or safety or any life-threatening problemor death caused
by, or associated with, a device,if that adverse effect was not previously identified in the
investigational device exemption. This term may also be used for any other unanticipated
serious problemassociated with a device relative to the rights, safety, or welfare of study
participants.

Whatis an unexpected adverse drug reaction (UADR)?

An adverse reaction for which the nature or severity is not consistent with informationin the
relevant source documents.
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Have you taken the most effective regulatory

pathway?

 
 

rFEQuIALOry FISKS

We'll equip you to stay compliant - and safe

Today's regulatory environment has the potential to reform clinical monitoring and trial managementand shift focus to standards of quality and
safety for medical devices while helping accelerate product develapment and bring new innovations and advances to patients who need them
faster and moreefficiently. We're highly focused on protecting patient data and staying current with the new regulatory guidance that governs
this rapidly changing industry

We constantly monitor a regulatory intelligence database to manage the compliance issues facing the industry, and our studystart-up
professionals and regulatory strategists share this insight with clients to ensure their access to robust data within the scope of evolving global
compliance rules.

Whetherit’s FDA regulations, investigational new drug (IND) applications, good clinical practice (ICH GCP standards), or other regulatory and
compliance hurdles, we can lead you to the best opportunity for successful medical device and product development outcomes.

Aelia WHITE PAPER

Implementing quality Pharma quality agreements

doitmseeRece SerRC em ICereee Ce) Quality Agreementsare an effective bridge to a successful future for
design and develop the required risk-based clinical quality management companies in the drug developmentsector. Putting onein place at the start of
Bee PUTRTemClLiullaeMCeCue ee).e Col Clee

MORE 
Related Services
Global complianceis part of a wide range of service offerings that include regulatory consulting, project management, and study start-up.
Follow the links below to learn more about how clients gain from our specialized expertise.
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Check out our resource center
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PREMIER INSIGHTS WHITE PAPERS WEBINARS VIDEOS PODCASTS
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BROWSE RESOURCES

  

Connect with us
Ready to get started? So are we. Drop us a line to learn more about
how we canhelp,

CONTACT US NOW

premier.
research! oO ¥v
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REQUEST INFORMATION —
 seanen

Become a Clinical

Trial Investigator
Complete the clinical trial investigator registration form below to express
an interest in becoming an investigator with Premier Research. 

Premier is conducting clinical research in more than 84 countries around the world. Our business is growing and we are always interested in
talking to physicians about opportunities to participate in our clinical trials. The first step to getting involved is to complete our registration form.
Then a memberof our investigator management teamwill contact you for additional details and will set you upon our clinical investigator
database ready for matching with suitable projects.

Investigator Registration Form

G@ Demographics
Name*

Salutation First

ProfessionalTitle

Location"

Street Address

New York

City

10001

ZIP / Postal Code

Primary Email*

Alternate Email #1

chrome-extension://boconcicammlancaacnnelfmaeahhaai/edithtml

Middle initial Last Suffix

NY

State / Province / Region

 ates

Country

1/2
PREMIERO00477



PREMIER000478

ＵＯＷＯＲＰＲＱ＠ ｮｩｭ｢ｵｳ＠ｳ｣ｲ･･ｮｳｨｯｴ＠｡ｰｰ＠ー ｲｩｮｴ＠

ａｬｴ･ｲｮ｡ｴ･＠ｅｭ｡ｩｬ＠ＣＲ＠

ｐｨｯｮ･Ｇ＠

ｆ｡ｸ＠

ｍ･､ｩ｣｡ｬ＠ｕ｣･ｮｳ･＠Ｃ＠

ｍ･､ｩ｣｡ｬ＠ｕ｣･ｮｳ･＠ｅｸｰｩｲ｡ｴｩｯｮ＠

ｍｯｮｴｨ＠ ｄ｡ｹ＠ ｙ･｡ｲ＠ Ｍ＠

ｉｩ＠｡ｰｰｬｩ｣｡｢ｬ･＠

ｎｐｉ＠ｎｵｭ｢･ｲ＠

ｯｬ＠ｉｄ＠ｦｬ｡ｸ＠｣ｨ｡ｲ｡｣ｴ･ｲｳ＠

ｰｲ･ｭｩ･ｆＢ＠
ｲ･ｳ･｡ｲ｣ｨＧ＠

ｃｯｲｰＭ＠ｐｯｬｩ｣ｹ＠ ｩ＠ｐｲｩｶ｡｣ｹ＠ｩ＠ｃｸＬｯｫｩ･ｳ＠ｩ＠ｉｮｶ･ｳｴｩｧ｡ｴｯｲｳ＠ｩ＠ｎ･ｷｳ＠ｉ＠ｃ｡ｲ･･ｲｳ＠

ｎ･ｸｴ＠

Ｐ＠ｉｆ＠

ﾩ＠ＲＰＲＱ＠ｐｲ･ｭｩ･ｲ＠ｒ･ｳ･｡ｲ｣ｨ＠

｣ｨｲｯｭ･Ｍ･ｸｴ･ｮｳｦｮｮＺＯＯｨｮ｣ｮｮ｣ｩ｣｡ｭｭｉＲｮ｣ｮｯ｣ｮｮ･ｉｦｭ｡･ｮｨｨｯｩＯ･､ｩｴｨｴｭｉ＠ ＲＯＲ＠

PUBLIC VERSION (REDACTED)
5/7/2021 nimbus screenshotappprint

PUBLIC VERSION (REDACTED)Alternate Email #2

Phone”

Fax

MedicalLicense #

Medical License Expiration

If applicable

NP! Number
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Premier Interactive

Response
Technology CIRT)
We've deployed our Premier IRT system on

more than 500 Phase1-4trials. 
Your next drug trial shouldn't be a study in complexity — and it doesn’t have to be. The Premier IRT system simplifies clinical trial
management, improves data security, and easily accommodates your specific study design requirements. Premier IRT offerings include:

= Interactive Voice Response System (IVRS): Voice-based IRT system
= Interactive Web Response System (IWRS): Web-based IRT system
© Electronic Clinical Outcome Assessment (eCOA) Solution: IVRS + IWRS + reporting device of your choice for electronic patient-

reported outcomes (ePROs) and otherclinical assessments

Our reliable, fully validated 21 CFR Part 1l-compliant IVRS/IWRSsystemincorporateselectronic reporting and ePRO capabilities, allowing you
to automate many aspects of your trial with flexibility and confidence. That meansless stress on investigators and patients alike, and it lets
you focus more on science and less on administration.

The Premier IRT system, available as a full-service capability or as a standalone offering, has proven itself on trials throughout North America,
Europe, South Africa, Asia, and Australia. It's backed by a strong, stable team of IRT experts experienced in all facets of interactive response
and ePRO systems.

Premier IRT Benefits:

= Fully automated user registration and approval
= Subject randomization and IP dispensing, including centralized, stratified, adaptive, and biased coin algorithms
* Screening, screen failure, washout, and run-in visit tracking — even managementof rescue medication
= Early termination, completion, and follow-up visit tracking, including management and dispensing of down-taper medication
= Anytime accessto real-time customized reports that can be sorted,filtered, and exported
= Full-rangeclinical supply managementfunctionality, including automatic reorders, expiry tracking, managementof drug returns, and

access to unblinded reports
© Diary collection for patients, investigators, and other caregivers through our eCOA “bring your own device” solution

Mobile ePRO/eCOAreporting at your fingertips
With our easy-to-use mobile ePRO application, patient diaries and other eCOA data can be entered on any Android or iOS device. Types of
data that can be captured include;

NPRS (0-10): e.g., Pain ona scale of 0-10
Five Paint Scales: e.g., Always, Often, Sometimes, Seldom, Never

™ Yes\No Questions: e.g., Did you take any rescue meds?
= Numeric Values: ¢.a., How many rescue tablets did you take? How many times did you wake up last night?

Our mobile solution helps ensure compliance andis tightly integrated with our core IRT system within the ePremier Integration Hub, which
brings study data and data quality processes together under one platform. Click here to learn more
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Get more
information
Ready to get started? So are we. Drop usaline to learn more about
how we canhelp.

CONTACT US NOW
 

PREMIER PERSPECTIVE

The era of non-traditional data
elU gests)

PREMIER PERSPECTIVE

Advantages of ePROs
In these unprecedented times, when gathering data remotely is the method of
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Related Services
Premier IRT is part of a wide rangeof integrated offerings that include biostatistics, medical writing, and our Premier One Ecosystem.
Follow the links below to learn more about how clients have benefited from our specialized expertise.

Biostatistics Medical Writing Premier One
Ecosystem 

Check out our resource center
Our experts have developed an extensive library of white papers, case studies, blogposts, and other informative resources.

PREMIER INSIGHTS WHITE PAPERS WEBINARS VIDEOS PODCASTS
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PATIENT AND STAKEHOLDER ENGAGEMENT

ce . 7, .
It Motivates Me Every Day”: Our Premier

By Angi Robinson | February 19, 2021

There are as many as 7,000 distinct types of rare and genetic diseases, and an estimated 400 RECENT POSTS
million people suffer froma rare disease globally. In addition, three of 10 children with a rare
disease won'tlive to see their fifth birthday. 8 Day, celebrated around the world on
the last day of February, is a day of observance to raise awareness for rare disease patients and
their families while also improving access to treatment and medical representation.

At Premier Research, we recognize the importance of centering the
building aLips and other stakeholders to help answer the
unmet needs of patients across a broad range of medical conditions. Because we're Built for FUNCTIONAL SERVICE
Biotech, we share the passion and cammitment of our sponsors when it cames to PROVIDER (FSP)

transforming life-changing ideas and breakthrough science into new medical treatments. We The’ EHieranG BIOtsEhts
asked our project teams to share their stories about the importance of rare disease research - Guide to Coating Scalablei
here's what they said: .

y Infrastructure With a
“Your perfectly happy and seemingly healthy five-year-old child says they want to be a doctor Functional Service
when they grow up. You know your beautiful baby will soon begin to show symptomsof a rare Provider

disease and won't grow up. Few people understand what will happen, even fewer that can Bulent i. . . ane - . eryl Silva
provide information, and there is no cure, no hope. Working in rare disease researchis working apasto provide that hope, that information, and hopefully that cure.”

Ann Marie McCann, Associate Project Director

“A notable moment for me that highlights the importanceof rare disease researchis reflected
ina conversation | had with a specialist at a rare disease conference. He shared that after
collecting pediatric clinical trial data, his team performed the first adult study in a particular
rare indication. Given that researchis typically done in adult populations, | inquired about the
evident shift with him. His response was that 20 years ago, children suffering from rare

diseases typically did not survive childhood. Now there are enoughrare disease patients who @UINIGAURESEANEH) BAASET
have matured into adulthood to allow further research into the adult implications of the PHASE 4
condition to be collected and assessed. | found this amazing and profound, and felt quite proud .
that the work we doin this area makes an astonishing difference, not only to the children but to 5 Key Takeaways: Insights
their tannilesas well” on Alternative Designs to

the Traditional 3+3 Design
Anthony Poynton, Senior Director, Program Delivery, Rare Disease & Pediatrics in Phase 1 Dose Escalation

“For me, rare disease research provides hope to patients and families that are often Studies
overlooked. It gives them options and a way forward that would otherwise not have been By Abie Ekangaki
there.” April 8, 2021

Hanna Wide, Executive Director, Gene and Cell Therapy

“Rare disease research teaches us to understand the fundamentals of human physiology and
pathophysiology, which are often applicable to prevent more common diseases and disorders.”
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Pawel Skowronski, M.D. Associate Project Director

“| have been working onrare disease projects for more thanl3 years. Rare disease studies are
very often complex and demanding, but the working atmosphere andlevel of engagement
created among the different teams-sponsor, investigational staff, vendors, and Premier
Research-in connection with families is unique. I'mincredibly proud to be able to support these
patients and their families in their journey. It motivates me every day.”

Elena Martinez, Senior Project Manager

“| have two family members with a rare genetic disorder and see first hand how treating the
symptoms rather than the underlying conditionis not a long-term solutionfor the best quality
of life. My hopeis that the work that we do every day helps shift this treatment paradigm to
support the best outcomesforall patients with rare diseases.”

Jackie Brown, Executive Director, Program Delivery, Rare Disease & Pediatrics

“What I've learned from working with rare disease patients is to never give up - never give up
on the work we are doing and never give up hope. I've learned this from my friends and
colleagues who have been impacted directly by a rare disease and fromthe parents and
patients who have shared their personal stories to support disease awareness, shared their
knowledge and experiences to educate sponsors and regulators, and contributed even more
by participatinginclinical research. I've witnessed life-changing drugs becomeavailable in my
career and it’s important that we do not give up on bringing more effective treatment options
to those with unmet need.”

Angi Robinson, Vice President, Specialty Areas

Follow the stories of those for whomrare disease research matters most at

https://www.rarediseaseday.ora/or by following the hashtag #RareDiseaseDay. We are proud
to partner with the companies that are advancing these critical life-changing therapies. For
more information about our work, click here.
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Leadershio
Why do customers choose us — and choose to come back? There are a
thousand reasons — our incredibly talented people.

tudo Reynders Krista Armstron
31>Sseilaes SVP, CLINICAL DEVELOPMENT SERVICES

| a ]
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  Mike Wilkinson Sean Russel
CHIEF OPERATIONS OFFICER CHIEF COMMERCIAL OFFICER

READ MORE

Susan Romberg Stephen SimSVP, CLINICAL OPERATIONS eteEOSa
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Tom Perkins
SVP. CORPORATE DEVELOPMENT

READ MORE

Connect with us
Ready to get started? So are we. Drop usaline to learn more about
how we canhelp.

CONTACT US NOW
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FOUNDER AND STRATEGIC ADVIS!

READ MORE
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Locations
Looking for a specific Premier Research of

Australia
Ground Floor, 23 Milton Parade
Malvern VIC 3144

ek + 613 9832 0893
ax: + 613 9832 0610 

Bulgaria
Infinity Tower,11th Floor
69 Bulgaria Blvd.
1404 Sofia

Tel: + 359 2 421 7000
Fax: + 359 2 933 1743 

Canada

2425 Matheson Blvd E
STE 800
Mississauga, ON L4W 5K4
Tel: + 1905 361 2897

Czech Republic
Xaveriova 1900/10
€Z-15000 Praha 5

Tel: + 420 251 101 201
Fax: + 420 251101 202

France
13 Avenuede l'Opéra
75001, Paris
Tel: + 33144 5010 77
Fax: + 33153 013775

Germany
Europaplatz 5
D-64293 Darmstadt

Tel: + 49 61515201600
Fax: + 49 6151 5201602

MUNACEC

Romania
Diplomat Business Center Sevastopol Street, No.
3-17
Ap.1M, Sector 1
RO-010991 Bucharest

Tel: + 40 21 3106537
Fax: + 40 21 3106535

Russia
Office 525-529
3 GostinichinayaStr.
127106 Moscow,Russia
Tel: + 7 495 660 55 35
Fax: + 7 495 212 2164

Singapore
37th Floor, Singapore Land Tower
50 Raffles Place
Singapore- 048623
Tel: + 65-68297122
Fax: + 65-68297070

Slovakia
Udernicka 5
SK-85101 Bratislava

Tel: + 421 2 3216 1811
Fax: + 4212 68 20 3710

South Korea
22F, 10 Huam-ro
Jung-gu, Seoul (Namdaemcon-ro 5ga)

China
No. 778 Chuang Xin Xi Road
China (Shanghai) Pilot Free Trade Zone

Spain
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a 
United States
 

Tek +1919 627 9100
+1919 627 9110 

3800 Paramount Parkway
Suite 400
Morrisville, NC 27560

234 CopelandStreet, 4th FL
Quincy, MA 02169

387 Shuman Boulevard
STE 340W
Naperville, IL 60563

Tl] Founders Plaza, Suite 600
East Hartford, CT 06108

Aventine Building
8910 University Center Lane, Suite 400
San Diego, CA 92122

8000 Jarvis Ave., Ste. 100
Newark, CA 94560
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Hungary
1036 Budapest
Lajos u. 74-76Ill. em

Tel: + 361460 9816
Fax: + 361460 9815

India
13th Floor, Salarpuria Sattva Magnificia
78, Doorwaani nagar, Tin Factory, KR Puram
Old Madras Road, Bengaluru-560016

Italy
Via Winckelmann 2
Milano 20146

Tel: + 39 02 38 59 20 21
Fax: + 39 0287386899

Poland
ul. Pulawska 303
02-785 Warszawa

Tel: + 48 22 307 3191
Fax: + 48 22 4853295

Premier Research Group SL
Camino dela Zarzuela, 19- 1° B
28023, Madrid, Spain
Tel: + 34 91038 89 00
Fax: + 34 91 708 0387

Ukraine
Business Center Leonardo,Sth floor
19-21 Bohdana Khmelnytskogo Str.
Kyiv, 01030
Tel: + 380 44 5850248

United Kingdom
250 South Oak Way
Green Park
Reading, Berkshire, RG? 6UG

Tel: + 44 118 936 4000
Fax: + 44 118 936 4001

Connect with us
Ready to get started? So are we. Drop usaline to learn more about
how we canhelp

CONTACT US NOW 

remier
Pret
Corp. Policy | Privacy | Cookies | Investigators | News | Careers
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Built for Biotech

Delivering outcome-focusedinsights that

support your effortsin developing

life-changing therapies.

LATEST INSIGHTS IN
CLINICAL DEVELOPMENT
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Our customers are highly innovative biopharmaceutical companies doing incredible things. It's amazing and often very complex science,
and we've positioned ourselves right in the middle of the action, supporting therapeutic areas where pioneers are doing the most exciting
work.

Therapeutic
Expertise

Whenyou need unparalleled
expertise in challenging
therapeutic areas and a deep
dedication to creating value,
we're ready.
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2020 CRO

Leadership
Award Winner

CRO
LEADERSHIP
AWARDS2020

QUALITY

Premier Research has been

recognized as a 2020 CRO
Leadership Award winnerin
the Life Science Leader
program’s “Quality (Overall)”
category for excellence in
clinical trial research.

Webinar

Hoeo

no00 ,

Market Application and Life-
Cycle Management: The Road
fo Commercial Success

Kristi Miller, Ph.D., Vice
President, Regulatory Affairs,
Regulatory Professionals, a
division of Premier Research

Christopher Hendry, Senior
Director, Technical Services,
Regulatory Professionals, a
division of Premier Research

1/1
PREMIER000491



PREMIER000492

ＵＯＱＳＯＲＰＲＱ＠ ｮｩｭ｢ｵｳ＠ｳ｣ｲ･･ｮｳｨｯｴ＠｡ｰｰ＠ー ｲｩｮｴ＠

ｳ｣ｲ･･ｮｳｨｯｴＭｰｲ･ｭｩ･ｲＭｲ･ｳ･｡ｲ｣ｨＮ｣ｯｭＭＲＰＲ＠ＱＮＰＵＮ＠ＱＳＭＱＸ｟ＰＱ｟ＵＶ＠

ｨｴｴｰｳＺＯＯｰｲ･ｭｩ･ｲＭｲ･ｳ･｡ｲ｣ｨＬ｣ｯｭｬ＠

ＱＳＮＰＵＮＲＰＲＱ＠

ｌ･･＠ｍ｣ｇｵｩｮｮ･ｳｳＬ＠ｅｸ･｣ｵｴｩｶ･＠

ｄｩｲ･｣ｴｯｲ＠Ｆ＠ｇｬｯ｢｡ｬ＠ｈ･｡､＠ｯｦ＠

ｐｨ｡ｲｭ｡｣ｯｶｩｧｩｬ｡ｮ｣･＠｡ｮ､＠

ｍ･､ｩ｣｡ｬ＠ｄ･ｶｩ｣･＠ｖｩｧｩｬ｡ｮ｣･＠Ｍ＠

ｐｲ･ｭｩ･ｲ＠ｒ･ｳ･｡ｲ｣ｨ＠

ｅｘｐｅｒｉｅｎｃｅ＠ ｍｏｒｅ＠ｉｎｆｏ＠ ｒｅｇｉｓｔｅｒ＠ｎｏｗ＠

ｐｲ･ｭｩ･ｲ＠ｉｮｳｩｧｨｴｳ＠

ｃｵｳｴｯｭｩｺ･､＠ｳ･ｲｶｩ｣･ｳ＠ｦｯｲ＠･｡｣ｨ＠ー ｲｯｧｲ｡ｭＬ＠ｷｩｴｨ＠ｴ｡ｩｬｯｲ･､＠ー ｲｯ｣･ｳｳ･ｳ＠､･ｳｩｧｮ･､＠ｴｯ＠ｭ･･ｴ＠ｨｩｧｨｬｹ＠ｳｰ･｣ｩｦｩ｣＠ｮ･･､ｳＮ＠ｗ･Ｇｶ･＠ｬ･｡ｲｮ･､＠｡＠ｬｯｴ＠｡｢ｯｵｴ＠ｷｨ｡ｴ＠

ｷｯｲｫｳ＠｡ｮ､＠ｷｨ｡ｴ＠､ｯ･ｳｮＧｴ＠ｂｲｯｷｳ･＠ｴｨ･＠ｬ｡ｴ･ｳｴ＠ｬ･｡ｲｮｩｮｧｳ＠｡ｮ､＠ｩｮｳｩｧｨｴｳ＠ｦｲｯｭ＠ｯｵｲ＠｣ｬｩｮｩ｣｡ｬ＠､･ｶ･ｬｯｰｭ･ｮｴ＠ー ｲｯｦ･ｳｳｩｯｮ｡ｬｌ＠

＠ ＠ ＷＱＱ＠

ｏｎｃｏｌｏｇｙ＠ ｒａｒｅ＠ｄｉｓｅａｓｅ＠

｣ｨｲｯｭ･Ｍ･ｸｴ･ｮｳｦｮｮＺＯＯｨｮ｣ｯｮ｣ｩ｣｡ｭｭｉＲｮ｣ｮｮ｣ｮｮ･ｉｦｭ｡･ｮｨｨ｡ｩＯ･､ｩｴＮｨｴｭｉ＠ ＱＯＱ＠

PUBLIC VERSION (REDACTED)
5/13/2021 nimbus screenshotappprint

PUBLIC VERSION (REDACTED)
screenshot-premier-research.com-2021.05.13-18_01_56

https://premier-research.com/
13.05.2021

Lee McGuinness, Executive
Director & Global Head of

Pharmacovigilance and
Medical Device Vigilance -
Premier Research

MORE INFO REGISTER NOW

Premier Insights
Customized services for each program, with tailored processes designed to meet highly specific needs. We've learned a lot about what

works and what doesn’t. Browse the latest learnings and insights from our clinical development professionals 
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Premier Insights
Customized services for each program, with tailored processes designed to meet highly specific needs. We've learned a lot about what

works and what doesn’t. Browse the latest learnings and insights from our clinical development professionals.
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Medical Affairs

Wehave the team and expertise to improve

the quality and integrity of your study data. 
Our Medical Affairs experts focus on minimizing the time to key milestones and maximizing the value of your investigational products. These
physicians, based in the United States, Europe, and Asia, provide 24-hour medical monitoring services and support for project management
teams and sponsors,

They have broad expertise in neuroscience, analgesia, dermatology, hemato-oncology, medical device, pediatrics, and rare diseases and
understand the key clinical challenges in the countries where we conductclinical trials. They're fluent in local languages, medical practices, and
cultures, enabling them to communicate effectively withsite staff.

Our medical experts engage with sponsors early, before they enter humantrials, working closely with our biostatistics, operations, and medical
writing teams to minimize the time to key milestones while maximizing the overall value of product development.

Developing an orphan drug? Our success in pursuing novel applications has led to immediate increases in valuationfor biotechfirms, creating
leverage for additional fundraising. We keep aheadof the technology curve - for exarnple, Premier Research beganelectronically submitting IND
applications long before the FDA started mandating e-submissionsin 2018.
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CROshad simply said “no, thanks.” Completing a new drugapplication
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FDA’s updated guidance
TPAMUMORRO MPM CLICCleeumeeerie Mics elim |fe(3/14
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development process. 

Related Services
Medical affairs is part of a wide range of service offerings that include biostatistics, regulatory consulting, and pharmacovigilance. Follow
the links below to learn more about howclients gain fromour specialized expertise
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Mid-Size CRO Competitive Landscape

Last week | had a great opportunity to attend and present (on behalf of ) at
in New York City. As always, the conference was well run, well attended and provided the opportunity to

meet with peers, customers and investors to discuss the pharma services sector. Everyone seemed to agree that
increased biotech funding, mid-size CRO consolidation and the widening gulf between the large-and midsize CROs
has changed the sector dynamics. A frequent question was: "Which mid-size CROs does Clinipace see as their
main competition?”, Ironically, just yesterday, | recelved the same question during annual conference In
Philadelphia.

My Answer

| don’t see the othermid-size CAOs as Clinipace's prime competition. Realistically we are more peers than full on
competitors. Naturally, we compete in many instances, but it’s less often than the investor community might think.
We compete with mega/large CAOs and niche/regional CROs more often than our mid-size peers. Whan| first
entered the industry with MDS Pharma Services back in 2007, the question was: “How can a CROdifferentiate with
so many CAQsin the market?’. | believe that narrative has changed in recent years in mid-size sectorfor the
following reasons:

1, Differentiation among the mid-size CROs

2. Small pharmaybiotech sponsors growth along with less mid-size CROs

3. The widening gulf between the large/mega CROs and their mid-size counterparts

Mid-Size CRO Differentiation

Today's mid-size CROsdifferentiate both therapeutically and geographically. | have pulled together data taken from
several of the key mid-size CAOsIn the market today: Clinipace, i f ’

& . My apologies to other privately held mid-size CROs| may have
amitted (| also needed to cut off my analysis as the chat belowIs already tough on the eyes). The schedule below
lays out the key therapeutic areas for each of the aforementioned CROs,
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The next schedule (with the purple header) summarizes the numberof times a therapeutic area was listed by our
mid-size CRO group. As expected Oncology & Hematology was listed by every CRO (Baltd &
estimate that 35% of current industry pipelines are focused on oncology - which means having some oncology
expertise is a must for a mid-size global CRO), You can see that after oncology/hematolagy and rare/orphan
diseasethere isn't a lot of overlap among the group (in fact 11 of the 18 therapeutic areas only came up once or
twice),
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PUBLIC VERSION (REDACTED)

Therapeutic Expertise #]# of CROs
Oncology & Hematology
Rare & Orphan Disease
Immunology
Cardiovascular
Pediatrics

Dermatology
Endocrine & Metabolic

Central Nervous System
Infectious Disease & Vaccine

Opthamology
Nephrology
Neuroscience

Respiratory
Neurology & Psychiatry
Gastrointestinal
Women’s Health

Analgesia
Neuro-Degenerative
Grand Total PY

A bit of a similar story from a geographic standpoint, the below schedule showsthat our peer group all have a
physical presencein al least 2 geographic regions. However, a few items jump out. Clinipace and Medpace have
made the clear decision to invest in Asia-Pac withoffices in 8 countries (shameless plug but last month Clinipace
welcomed Its 100th employee In India). Pharm-Olam and TFS have offices in the most European countries, which Is
no surprise as TFS was established as a European CRO and Pharm-Olam |s known forits strength in Eastern
Europe. | expect more Asia-Pac expansion from this group in the future,
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Mid-SizeGROCountrieswithOffices
Premier Worldwide CROM

Region Clinipace Research=Medpace —_—Synteract Clinical Pharm-Olam TFS Source= 1 = - 1 =
Asia-Pac Coa la : 2 4 - -
Europe "1 3 13 10 2Se 19North/South America A 2 2 1 3 2 at 12 18 a4 "1 vw a 18 Ww

Notes;
1) Info taken from each company's website
2) Does not include multiple offices in # country - for example Clinipace has2 offices in Germany. For purposes of this analysis Germany isonly included once.
3) CROs mayhave staff, contractorsor legal entities in othercountries not included in this analysts.

increase in Small Pharma/Biotech

The large amount of biotech funding in recent years ist't Tew revelation the chart below dapicts),

op; Clinipace
Biotech Funding Trend oetia

$008
$381B since 2010; $1988 from 2000-2009-$1868 increase (and counting)

$208

$108
 

$B
2010 2011 2012 2013 2014 2015 2016 2017 2018 2019F

Source: Mowork! & BairdEstimates

The increased funding has doubled the number of biotechs with active pipelines. Creating a muchlarger market for
today's mid-size CROs over the past decade.

Number of Companies with Active Pipelines

 4,500
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Small pharma/blotech had more mid-siza CROs to choose from a decade ago. Which is likely many thoughtthat the
mid-size CRO would becomeextinct as it was harder differentiate and compete (with a small customer pool),

Mid-Size Global CRO Options Clinipace?
2009-2010 CLINICAL RESEARCH 
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With more buying customers and less competition, the mid-size CRO market has provenitself as. a needed segment e Let's Chat!
of the CRO market and has demonstrated long-term viability.
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Mega/Large CRO Revenue Growth

| consider the mid-size CRO sectorto include global CROs with revenue between $100M and Medpace’s $700M,
including pass-through revenue (Medpace being the largest mid-size CRO on the market). Mid-size CROs quickly
reacted to the new market dynamics and focused their businesses on partnering with small pharma/biolech. |)

istalned success of the mid-size CRO sector suggests thal smaller sponsors Hike the more customized focus the
ve from mid-sive CAOs (this doesn't suggestthat large/mega CROs aren't great companies - they certainly are 

but like all service industries its hard lo have processes to partner with the {ikes of Pfizer and a startup biotech), |
should point oul thal several ol ihe lange. CROs launched divisions focused on the biotech market in 2018. -A few
observations from the chart balow:

1, In 2010 there were 5 mega/arge CROs,due to consolidation there are now 7 in 2019

2, In 2010, the IQVIA was 39x larger than the average $100M Mid-Size CRO,in 2019 IQVIA Is 104x larger
3. In 2010. the "smallest* larae CRO (Icon) was about 12.6x the size of a $100M mid-size CRO. in 2019 the

chrome-extension://bpconcjcammlapcogennelfmaeghhagj/edit.html 3/5
PREMIERO00887



PREMIER000888

ＴＯＲＵＯＲＲＬ＠ＹＺＱＸ＠ａｍ＠ ｮｩｭ｢ｵｳ＠ｳ｣ｲ･･ｮｳｨｯｴ＠｡ｰｰ＠ー ｲｩｮｴ＠

ｳｭ｡ｬｬ･ｳｴ＠ｬ｡ｲｧ･Ｇ＠ｃｒＰ＠ＨｐｒａＩ＠ｉｳ＠｡ｬｭｯｳｴ＠ＲＹｸ＠｡＠ｭｩ､Ｍｳｩｺ･＠ｃｆｏ＠

ＴＮ＠ ｑｖｉａ＠ｉｳ＠ｮｯｷ＠ＱＵｸ＠ｬ｡ｲｧ･ｲ＠ｴｨ｡ｮ＠ｴｨ･＠ｬ｡ｲｧ･ｳｴ＠ｭｩ､Ｍｳｩｺ･＠ｃｒＰ＠Ｈｍ･､ｰ｡｣･Ｉ＠

ｌ｡ｲｧ･ｩｍ･ｧ｡＠ｃｒＰ＠ｒ･ｶ･ｮｵ･＠

ｉ＠ ｃｒＰ＠ ＲＰＱＰＬ＠ ｉ＠ ｃｒＰ＠ ＲＰＱＸＬｉ＠ ｗｨｩｴ･ｳ＠ Ｄ＠ ＳＬＹＲＴ＠ Ｑ＠ｉｑｖｉａ＠ Ｄ＠ ＱＰＮＴＱＲ＠

Ｒ＠ ｃｯｶ｡ｮ｣･＠ Ｄ＠ ＲＬＰＳＸ＠ Ｒ＠ ｓｹｮ･ｯｳ＠ｈ･｡ｬｴｨ＠ Ｄ＠ ＴＮＳＹＰ＠

Ｓ＠ｐｐｄ＠ Ｄ＠ ＱＬＴＷＱ＠ Ｓ＠ｌ｡｢｣ｯｩｰＨｃｯｶ｡ｮ｣･Ｉ＠ Ｄ＠ ＴＮＳＱＳ＠

Ｔ＠ｐ｡ｲ･ｲ･ｬ＠ Ｄ＠ ＱＬＳＳＶ＠ Ｔ＠ ｐ｡ｲ･ｸ･ｬＨＲＰＱＷＩＬ＠ Ｄ＠ ＲＴＴＲ＠

Ｕ＠ｉｃｏｎ＠ Ｄ＠ ＱＮＲＶＳ＠ Ｕ＠ｉｃｏｎ＠ Ｄ＠ ＲＮＵＹＶ＠

Ｖ＠ ｬｎ｣＠ｒ･ｳ･｡ｲ｣ｨ＠ＨＲＰＱＱＩ ＱＱＱ＠ Ｄ＠ ＶＵＶ＠ Ｖ＠ ｐｒａ＠ Ｄ＠ ＲＮＸＷＲ＠

Ｗ＠ｐｍ＠ ｉｴ＠ ＵＲＰ＠ Ｑ＠ Ｗ＠ｐｐｄ＠Ｈｰｲｦｲ｡ｴ･Ｉ ＱＳＱ＠ ＿ｦｬ＿＠

ＱＩ＠ｉｎｃ＠ｒ･ｳ･｡ｲ｣ｨ＠｡｣ｱｵｩｲ･､＠ｋ･ｮ､ｬ･＠ｉｮ＠ＲＰＱＱＬ＠ー ｵ｢ｬｩ｣＠ｩｮｴｯ＠ｦｯＮＧｉｎｃ＠ｒ･ｳ･｡ｲ｣ｨ＠ー ｲｩｯｲ＠ｴｯ＠ＲＰＱＱ＠ｉｳｯＧ＿＠｡ｶ｡ｩｬ｡｢ｬ･Ｎ＠

ＲＩ＠ｐ｡ｲ･ｺ･ｬ＠ｷ｡ｳ＠ｴ｡ｫ･ｮ＠ー ｲｩｶ｡ｴ･＠ｩｮ＠ＲＰＱＸＬ＠ＲＰＱＷ＠ｩｳ＠ｴｨ･＠ｬ｡ｳｴ＠ｹ･｡ｲ＠ー ｵ｢ｬｩ｣＠ｉｮｴｯ＠ｉｳ＠｡ｶ｡ｩｬ｡｢ｬ･Ｌ＠

ＳＩ＠ｐｐｄ＠ｉｳ＠ー ｲｩｶ｡ｴ･＠ｳｯ＠｣ｵｲｲ･ｮｴ＠ｲ･ｶ･ｮｵ･＠ｲ･ｳｵｬｴｳ＠｡ｲ･＠ｮｯｴ＠ーｵ｢ｬｩ｣ｬｹ＠｡ｶ｡ｩｬ｡｢ｬ･Ｌ＠｢ｵｴ＠ｐｐｄ＠ｩｳ＠ｗｩ､･ｬｹ＠ｲ･｣ｯｧｮｩｺ･､＠

｡ｮ＠ｴｯｰ＠Ｕｃｒｏ＠｢｡ｳ･､＠ｯｮ＠ｲ･ｶ･ｮｵ･Ｎ＠

ＴＩＲＰＱＰ＠ﾣＲＰＱＵ＠ｦｩｧｵｲ･ｳ＠ｉｮ｣ｬｵ､･＠ー ｡ｳｳＭｴｨｭｵｧｨ＠ｲ･ｶ･ｮｵ･Ｎ＠ｒ･ｶ･ｮｵ･＠ｲ･｣ｯｧｮｩｴｩｯｮ＠ｲｵｬ･ｳ＠ｷ･ｲ･＠ｲ･｣･ｮｴｬｹＬ＠｣ｨ｡ｮｧ･､＠

Ｍ＠ ＲＰＱＰ＠ｷ｡ｳ＠｡､ｪｵｳｴ･､＠ｦｯｲ＠｣ｯｭｰ｡ｲ｡ｴｩｶ･＠ー ｵｲｰｯｳ･ｳＮ＠

ｃｯｮｳｯｬｩ､｡ｴｩｯｮ＠｡ｴ＠ｴｨ･＠ｬｯｰ＠ｯｦ＠ｴｨ･＠ｃｆｏ＠ｭ｡ｲｫ･ｴ＠ｷ｡ｳ＠･ｸｰ･｣ｴ･､＠｡ｮ､＠ｮｯｴ＠｡＠ｳｵｲｰｲｩｳ･＠ＮＮＮＮＮ＠

ｖＮＺ＠ ＰＮ＠ ｔｨ･＠｢ｩｧ＠｣ｯｭｰ｡ｮｩ･ｳ＠ｧｯｴ＠｢ｩｧｧ･ｲ＠｡ｮ､＠ｴｨ･＠｡ｮ､Ｍｳｩｺ･＠ｃａｄｓ＠

｣ｨ｡ｮｧ･､Ｎ＠ｉｎｃ＠ｒ･ｳ･｡ｲ｣ｨ＠Ｈｎ･ｷ＠ｓｹｮ･ｯｳＩ＠｡ｮ､＠ｐｍ＠ｪｵｭｰ･､＠ｵｰ＠ｉｮ＠｣｡ｴ･ｧｯｲｹＮ＠

ｗｲ｡ｰｰｩｮｧ＠ｕｰ＠

ｔｨ･ｲ｡ｰ･ｵｴｩ｣＠｡ｮ､＠ｧ･ｯｧｲ｡ｰｨｩ｣＠､ｩｦｦ･ｲ･ｮｴｩ｡ｴｩｯｮ＠｡ｴ＠ｴｨ･＠ｭｩ､＠ｳｩｺ･＠ｃｒＰ＠ｨ･ｲ＠｣ｯｭ｢ｩｮ･､＠ｷｩｴｨ＠ｭｯｲ･＠ｯｰｰｯｲｴｵｮｩｴｩ･ｳ＠Ｈ｣ｲ･｡ｴ･､＠｢ｹ＠｡ｮ＠

ｩｮ｣ｲ･｡ｳ･､＠｢ｩｯｴ･｣ｨ＠ｦｵｮ､ｩｮｧ＠｡ｮ､＠｡＠ｷｩ､･ｮｩｮｧ＠ｧｵｬｦ＠｢･ｴｷ･･ｮ＠ｬ｡ｲｧ･ｬｭ･ｧ｡＠｡ｮ､＠ｭｩ､Ｍｳｩｺ･＠ｃｒｏｳＩ＠ｨ｡ｳ＠｣ｨ｡ｮｧ･､＠ｴｨ･＠

｣ｯｭｰ･ｴｩｴｩｶ･＠ｬ｡ｮ､ｳ｣｡ｰ･Ｎ＠ｍｩ､Ｍｳｩｺ･＠ｃｒｏｳ＠Ｈ｡ｴ＠ｬ･｡ｳｴ＠ｃｬｩｮｩｰ｡｣･Ｉ＠｣ｯｭｰ･ｴ･＠ｭｯｲ･＠ｷｩｴｨ＠ｲ･ｧｩｯｮ｡ｬ＠｡ｮ､＠ｬ｡ｲｧ･Ｏｭ･ｧ｡＠ｃｒｏｳ＠ｲ｡ｴｨ･ｲ＠

ｴｨ｡ｮ＠ｭｩ､Ｍｳｩｺ･＠ー ･･ｲｳＮ＠ｓ･･ｭｳ＠ｯ､､＠ｴｨ｡ｴ＠ｴｨ･＠ｭｩ､Ｍｬｩ｡ｲ＠ｷｯｵｬ､＠｢･＠｣ｯｭｰ･ｴｩｮｧ＠ｷｩｴｨ＠ｬ｡ｲｧ･ｲ＠ｃｒｏｳＬ＠｢ｵｴ＠ｭ｡ｫ･ｳ＠ｳ･ｮｳ･＠

｣ｯｮｳｩ､･ｲｩｮｧ＠ｬ｡ｲｧ･ｲ＠ｃｒｏｳ＠｣ｯｶ･ｲ＠｡ｬｭｯｳｴ＠｡ｬｬ＠ｴｨ･ｲ｡ｰ･ｵｴｩ｣＠｡ｲ･｡ｳＬ＠ｨ｡ｶ･＠ｬｯｴｳ＠ｯｦ＠ｲ･ｬ｡ｴｩｯｮｳｨｩｰｳ＠｡ｮ､＠ｬ｡ｵｮ｣ｨ･､＠､ｩｶｩｳｩｯｮｳ＠

ｆｯ｣ｵｳ･､＠ｯｮ＠ｴｨ･＠｢ｩｯｴ･｣ｨ＠ｳ･｣ｴｯｲＮ＠ｔｨ･＠ｧｯｯ､＠ｮ･ｷｳ＠ｉｳ＠ｴｨ｡ｴ＠｣ｵｳｴｯｭ･ｲｳ＠ｨ｡ｶ･＠ｳｨｯｷｮ＠ｴｨ･ｹ＠ｶ｡ｬｵ･＠ｴｨ･＠ｭｩ､Ｍｴｩ･ｲ＠ｃｆｏ＠｡ｮ､＠ｉｴｳ＠

ｰｬ｡｣･＠ｉｮ＠ｴｨ･＠ー ｨ｡ｲｭ｡＠ｯｵｴｳｯｵｲ｣ｩｮｧ＠ｬ｡ｮ､ｳ｣｡ｰ･＠ｉｮ＠ｨ･ｲ･＠ｴｯ＠ｳｴ｡ｹＮ＠

ＧＴ＠ ｯｦ＠ Ｆ＠ｐｲ･ｳｩ､･ｮｴ＠｡ｴ＠ ＮＮ＠ ＮＮ＠ ｉｳ＠｡＠ｧｬｯ｢｡ｬ＠ｭｩ､Ｍ

ｳｩｺ･＠ｃｆｏ＠ｷｩｴｨ＠ｯｰ･ｲ｡ｴｩｯｮｳ＠ｉｮ＠ｴｨ･＠ａｭ･ｲｩ｣｡ｳＮ＠ｅｵｲｯｰ･＠｡ｮ､＠ａｳｩ｡Ｍｐ｡｣＠ｳ･ｲｶｩｮｧ＠ｳｭ｡ｬｬ＠｡ｮ､＠ｭｩ､Ｍｳｩｺ･＠ー ｨ｡ｲｭ｡＠｡ｮ､＠｢ｩｯｴ･｣ｨ＠

ｳｰｯｮｳｯｲｳＮ＠ ｰｲｯｶｩ､･ｳ＠ｄｩｶ･ｳｴｉｴｵｲ･＠ａｳｳｩｳｴ｡ｮ｣･Ｌ＠ａ｣ｱｵｩｳｩｴｩｯｮ＠ａ､ｶｩｳｯｲｹ＠ｓ･ｲｶｩ｣･ｳ＠｡ｮ､＠ｓｴｲ｡ｴ･ｧｩ｣＠ｐｬ｡ｮｮｩｮｧ＠ｴｯ＠ｴｨ･＠

ｐｨ｡ｲｭ｡｣･ｵｴｩ｣｡ｬ＠ｏｵｴｳｯｵｲ｣ｩｮｧ＠ｉｮ､ｵｳｴｲｹＮ＠ｊ｡ｳｯｮ＠｣｡ｮ＠｢･＠ｲ･｡｣ｨ･､＠｡ｴ＠

ｆｯｬｬｯｷ＠ｭ･＠ｯｮ＠ｔｷｩｴｴ･ｲ＠ ｩｍｐｩＮｰＮ＠ｓｩｧｮ＠ｵｰ＠ｬｯｲ＠ｊ｡ｳｯｮＧｳ＠ｴ｡ｴ･ｳｴ＠｢ｬｯｧｳ＠｡ｮ､＠ｵｰ､｡ｴ･ｳ＠｡ｴ＠ｭｹ＠

ｉＮ＠

｛ｩｴ＠ｴｳｵｰｰｯｲｴｌｩｮ･ｒｲ･｡ｫｎ･ｷｵｮ･｝＠

｛･ｮ､ｩｦＩ＠

ｔ｡ｧｳＺ＠

｣ｩｬｮｬｰ｡｣･＠ ｃｬｬｮｬｰ｡｣･Ｎ｣｣ｲｮ＠ ｖ･･ｶ｡＠ ｂ｡ｩｲ､＠ ｬｱｶｬ｡＠ ｣ｯｶ｡ｮ｣･＠ ｌ｡｢｣ｯｲｰ＠ ｍ･､ｐ｡｣･＠ ｐｐｄ＠ ｐｒａ＠ ｉ｣ｯｮ＠ ｐ｡ｲ･ｸ･ｬ＠

ｳｹｮ･｣･＠ｨ･｡ｬｴｨ＠ ｏｭｮｩ｣｡ｲ･＠ｃｬｩｮｩ｣｡ｬ＠ｒ･ｳ･｡ｲ｣ｨ＠ ｐｲ･ｭｩ･ｲ＠ｃｬｩｮｩ｣｡ｬ＠ｒ･ｳ･｡ｲ｣ｨ＠ ｳｹｮｴ･ｲ｡｣ｴｨ｣ｲ＠ ｳｹｮｴ･ｲ｡｣ｴ＠

ｷｯｲｬ､ｷｩ､･＠｣ｬｩｮｩ｣｡ｬ＠ｴｲｩ｡ｬｳ＠ ｃｒｏｍＭｳｯｵｲ｣｡＠ ｔｆｓ＠ ｔｲｩ｡ｬ＠ｆｯｲｭ＠ｓｵｰｰｯｲｴ＠ ｰｨ｡ｲｭＭｯｬ｡ｩｮ＠ ｐｨ｡ｲｭ｡ｰｲｯｪ･｣ｩｳ＠ ｐｓｉ＠

ｐｉｶｯｴ｡ｬ＠ｆｩｮ｡ｮ｣ｩ｡ｬ＠ｃｯｮｳｵｬｴｩｮｧ＠ ｀ｪｭｰｩｶｯｴ｡ｬ＠ ｊ｡ｳｯｮ＠ｍｯｮｴ･ｬ･ｯｮ･＠

ｉｦ＠ ｖ＠ ｩｮ＠

ｆｩｬｬ＠ ｌＬＬＬ Ｌ＠｡＠ｭ･ｴｳ｡ｲ･＠

ｊｯｩｮ＠ｯｵｲ＠ｭ｡ｩｬｩｮｧ＠ｬｩｳｴ＠

ｎ･ｶ･ｲ＠ｭｩｳｳ＠｡＠｢ｬｯｧ＠ｯｲ＠｡ｮ＠ｵｰ､｡ｴ･Ａ＠

ｎ｡ｭ･＠

ｌ＠

•＠ｌ｡ｲｳ＠ｃｨ｡ｬｬＡ＠

ｅｭ｡ｩｬ＠ａ､､ｲ･ｳｳ＠

｣ｨｲｯｭ･Ｍ･ｸｴ･ｮｳｩｯｮＺＯＯ｢ｰ｣ｯｮ｣ｪ｣｡ｭｭｬ｡ｰｯｯｧｯｮｮ･ｬｦｭ｡･ｧｨｨ｡ｧｪＯ･､ｩｴＮｨｴｭｬ＠ ＴＯＵ＠

PUBLIC VERSION (REDACTED)
4/25/22, 9:18 AM

chrome-extension://bpconcjcammlapcogcennelfmaeghhagj/edit.html

nimbus screenshot appprint

~ === «-<- PUBLIG-VERSION-(REDACTED)— -—0--~ =~smallest“large" CRO (PRA) is almost 29x a mid-size CR

4. IQVIA is now 15x larger than the largest mid-size CRO (Medpace)

 

Large/Mega CRO Revenue

_* CRO _2010) | _#GRO 2018)__
1 Quintiles $ 3,924 1 IQVIA $ 10,41 2
2 Covance $ 2,038 2 Syneos Health $ 4,390
3 PPD $ 1,471 3 Labcorp (Covance) $ 4,313
4 Parexel $ 1,336 4 Parexel (2017) ja, $ 2,442
5 ICON $ 41,263 5 ICON $ 2,596
6 INC Research (2011) (x) $ 656 6 PRA $ 2,872
7 PRA $ 520 7 PPD(private) ;») 222?

Notes:

1) INC Research acquired Kendle in 2011, public info for INC Research prior to 2011 isn't available.
2) Parexel was taken private in 2018, 2017is the lastyearpublic info is available.
3) PPD is private so current revenue results are notpublicly available, but PPD is widely recognized

as a top 5 CRO basedon revenue.
4) 2010 & 2018 figures includepass-through revenue. Revenue recognition rules were recently changed

- 2010 was adjusted forcomparative purposes.

 
 

Consolidation at the top of the CRO market was expected and not a surprise -
' o, The big companies got bigger and the mid-size CROs

chtiged. INC Research (Now Byisace) and PRA jumped upin category.
Wrapping Up

Therapeutic and geographic differentiation at the mid-size CRO tier combined with more opportunities (created by an
increased biotech funding and a widening gulf between large/mega and mid-size CROs) has changed the
competitive landscape. Mid-size CROs (at least Clinisace) compete more with regional and large/mega CROs rather
than mid-size peers. Seems oddthat the mid-tier would be competing with larger CROs, but makes sense
considering larger CROs coveralmostall therapeutic areas, have lots of relationships and launched divisions
focused on the biotech sector. The good newsis that customers have shown they value the mid-tier CRO andits
place in the pharma outsourcing landscape in here to stay.

of = & President at f . is-a global mid-
size CRO with cueeamens in the Americas, Europe and Asia-Pac ser‘si small and mid-size pharma and biotech
sponsors. provides Divestiture Assistance, Acquisition Advisory Services and Strategic Planning to the
Pharmaceutical Outsourcing Industry, Jason can be reached at ;

. Follow me on Twitter wolel. Sign up for Jason‘s latest blogs and updates at my

{if !supportLineBreakNewLine]
[endif]
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 SPONSOR / GRO EXPERIENCE
Upstate Clinical Research is the only independent, free-standing, dedicated clinical
research site in the Buffalo-Niagara region conducting Phase II, Ill and IV clinicaltrials.

Contact Us

OUR RESEARCH CENTER HAS CONDUCTED PHARMACEUTICAL SPONSORED RESEARCH WITH:

Abbott Labs
* Abbvie
* Adolor

Allergan
Amgen
Anika
Antares
Ardea
Astellas
AstraZeneca
Axsome

« Bayer
* Berlex Labs

Bio Haven
Breaburn
Braintree

Bristol-Myers-
Squibb
Cephalon
Cerephex
Collegium
Cubist
Pharmaceuticals
Diiachi

Dr. Reddy
Egalet
Eliem
Endo
Pharmaceuticals
Evofem
Forest

Galapagos
Genetech

* Genzyme * Novartis * Schwartz Pharma
® Glaxo-Smith-Kline * Ogeda * Swing Therapeutics
* Ixaltis * Orion * Teva
* johnson & Johnson * Orphomed * Therapeutics MD
* King * Pain Therapeutics * Theravance

Pharmaceuticals * Perrigo * Tonix
* Lexicon * Pfizer * Urovant

*® Marion-Dow * Purdue Pharma * Velicept
* Merck * Regeneron * Vibrant
* Millendo * Samumed * Wyeth
* Myovant * Satsuma * Zogenix
* Nano-Bio * Seikagaku
* Nektar * Shinogi
* Neurana * Sigma-tau
* Neurogesx Pharmaceuticals
* Nordic Bio * Sucampo

OUR RESEARCH CENTER HAS WORKED WITH THE FOLLOWING CRO'S:

* AAI Pharma © |-3
* BioClinica * ICON
* Covance * INC Research- ener ns
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* Kendal * Paragon * Premier
* LBR * Parexel Research
* Med Pace * Pharmanet * Quintiles= CONF A lS _ AAR = ane
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Screen failure rate Form entry and SDV
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Who is Premier Research?

North America: +1 919 627 9069

Europe: +44 118 936 4000

info@premier-research.com

premier-research.com

We help innovators transform  

life-changing ideas into reality 

•  1,500 employees, operating in 23 oices, 
   managing projects in 75 countries
•  Broad range of clinical development services

Our market focus:

•  85% of our business is biotech and 
   small/specialty pharma

Focusing on what we do best: 

•  Hematology

•  Rare Disease

•  Analgesia

•  Strategy Development

•  Neuroscience

•  Pediatrics

•  Dermatology

•  Medical Device and Diagnostics
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We help the most innovative companies transform  

life-changing ideas into new medicines.

How can we help you? Learn more at   

premier-research.com.

© 2019 Premier Research premier-research.com

Built for biotech  

rare disease

oncology & hematology

dermatology

pediatrics

analgesia

neuroscience
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This week's sponsor is Premier Research.

Tackling gene therapy's biggest challenges

Gene therapy holds great promise, but despite 
revolutionary advances, a clear path from bench to 
bedside remains elusive. Download the white paper
for more tips on seizing this unprecedented 
opportunity. Premier Research. Built for biotech.

a. Today's Rundown
 Glioblastoma claims another pharma victim as AbbVie's ADC fails to boost 

survival 

 Bumper day for British biotech as startups get cash haul, major research 
windfall 

 Industry steps up interest in developing world, fueling doubling of R&D 
pipeline

 Schrödinger raises more cash, amassing $110M for R&D drive

 With long-term data, Med Co, Alnylam’s cholesterol-fighter inclisiran poised 
for 2019 filing 

 Philadelphia juries knock J&J with 2 multimillion-dollar verdicts in vaginal 
mesh cases

b. Featured Story

c. Glioblastoma claims another 
pharma victim as AbbVie's ADC fails 
to boost survival 
Friday, May 17, 2019
Alongside pancreatic cancer, the 
aggressive brain cancer glioblastoma is 
one of the toughest cancers out there. 
Now, AbbVie is yet another biopharma 
learning that lesson firsthand.
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This week's sponsor is Trianni.

Attending BIO? Want to learn more about the 
Trianni Mouse®?

The Trianni Mouse is a powerful transgenic platform 
for the isolation of fully-human monoclonal antibodies. 
Hear a short presentation from Trianni’s Chief 
Technology Officer, Monday, June 3rd during the 
2019 BIO convention. Can’t make the presentation?
Schedule a 1:1 here.

d. Top Stories
e. Bumper day for British biotech as startups get cash haul, major 

research windfall 
Monday, May 20, 2019
British biotech is often a disregarded backwater when it comes to the international 
view of life sciences, but today a host of positive news has shone the spotlight 
back onto its potential.

f. Industry steps up interest in developing world, fueling doubling 
of R&D pipeline
Monday, May 20, 2019
The pipeline of drugs and vaccines aimed at diseases prevalent in low- and 
middle-income countries has more than doubled since 2014, according to the 
Access to Medicine Foundation. However, the trend was driven by surging activity 
in noncommunicable diseases, leaving many conditions underserved by the 
current pipeline. 

g. Schrödinger raises more cash, amassing $110M for R&D drive
Monday, May 20, 2019
Schrödinger has raised more money, bringing the total size of its recent haul up to 
$110 million. The computing-enabled R&D shop will use the money to advance its 
nascent pipeline of wholly owned drugs.

h. With long-term data, Med Co, Alnylam’s cholesterol-fighter 
inclisiran poised for 2019 filing 
Monday, May 20, 2019
The Medicines Company announced long-term data for its Alnylam-partnered 
inclisiran, showing that the drug consistently lowered “bad” LDL cholesterol by 
more than 50%. If approved, the twice-a-year injection will compete with anti-
PCSK9 drugs from Amgen, Sanofi and Regeneron.
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i. Philadelphia juries knock J&J with 2 multimillion-dollar verdicts 
in vaginal mesh cases
Monday, May 20, 2019
Johnson & Johnson was ordered by a Philadelphia jury to pay $80 million to a 
woman whose vaginal mesh eroded, on the heels of a $120 million verdict issued 
against the company's Ethicon unit last month.

This week's sponsor is ExL Events.

j. Resources
k. [Executive Summary] Achieving a Successful Drug Product 

Tech Transfer
Sponsored by: Catalent
Download the executive summary to learn key considerations for a successful 
technology transfer for manufacturing drug products, including a case study on 
overcoming challenges in a process transfer for a sterile diluent.

l. [Whitepaper] Choosing the Best Sterile Dosage Form for 
Phase I Clinical Supply Needs
Sponsored by: Patheon, part of Thermo Fisher Scientific
Choosing the Best Sterile Dosage Form for Your Phase I Clinical Supply Needs.

m. [Whitepaper] Delivering oral solid dose product to Phase I 
Clinic in 14 weeks
Sponsored by: Patheon, part of Thermo Fisher Scientific
Designed with speed & flexibility,Quick to Clinic™ for Oral Solid Dose helps 
deliver products to Phase I Clinic in as little as 14 weeks.

n. [Whitepaper] Agile Competitive Intelligence: A 3-Step Mobile 
Research Strategy
Sponsored by: AlphaSense
What is agile competitive intelligence, and how can help healthcare researchers 
stay ahead of the curve?
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o. [Paid Marketplace] Accelerating DoD’s Fielding of Prototypes 
for Medical Countermeasures 
Sponsored by: JPEO-CBRND – Medical Countermeasure Systems
MCS is currently seeking broad-based industry/academia collaboration on 
research and prototype work in technical areas related to developing medical 
countermeasures for the Joint Warfighter.

p. [Whitepaper] Now Companies Can Move Validated, Mission 
Critical Apps To The Cloud
Sponsored by: Outer Edge Technology
Learn how the cloud can support the performance and security requirements for 
validated, mission-critical applications historically designed and implemented 
exclusively via on-premises deployment.

q. [eBook] 2018 Weekly Compendium
Sponsored by: Biotech Primer
The Biopharma industry is moving at lightning speed and it can be a challenge to 
keep pace. Here at Biotech Primer we spend hours each week researching, 
writing, and editing original content for the Biotech Primer WEEKLY with one goal 
in mind: to help everyone better understand the latest science and technology 
driving today’s healthcare industry.

r. Events
2019 BIO International Convention
June 3-6, 2019 | Philadelphia, PA

FierceBiotech Executive Breakfast at BIO 2019 – Getting Real: 
The Changing Tide on Real-World Evidence in Drug Development
June 5, 2019 | Philadelphia, PA

Medical Sensors Design Conference
June 25, 2019 | McEnery Convention Center | San Jose, CA

Sensors Expo & Conference
June 25-27, 2019 | McEnery Convention Center | San Jose, CA

Drug Development Boot Camp® 2019
November 20-21, 2019 | Boston, MA | Register and start preparing Today! 

© 2019 FierceMarkets, a division of Questex, LLC
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This week's sponsor is Premier Research.

Tackling gene therapy's biggest challenges

Gene therapy holds great promise, but despite 
revolutionary advances, a clear path from bench to 
bedside remains elusive. Download the white paper
for more tips on seizing this unprecedented 
opportunity. Premier Research. Built for biotech.

Visit us at BIO International, Booth 4049 to learn 
more.

s. Today's Rundown
 Special Report—The top 10 pharma R&D budgets in 2018

 Sanofi's anti-CD38 combo boosts responses, extends lives in advanced 
multiple myeloma

 Amgen's closely watched KRAS drug, first to clinic, shrinks NSCLC, curbs 
colorectal tumors 

 [Sponsored] How to Make the Most of Your Clinical Trial Data—All of it

 Ayala's ex-BMS drug shows promise in triple-negative breast cancer

 Astellas, Seattle Genetics' ADC banishes 12% of bladder cancers

 With FDA review nearing, Epizyme shares updated sarcoma data

 Complete response rate in Nektar melanoma trial hits 34%

 Shrinking 60% of lung cancers, Blueprint's RET drug poised for 2020 filing

 Death in Turning Point NSCLC trial overshadows 82% ORR

 GE Healthcare executive jumps ship to lead dermatology biotech LEO

t. Featured Story
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u. Special 
Report—The top 
10 pharma R&D 
budgets in 2018
Monday, June 3, 
2019
Big Pharma 
companies are 
still, naturally, 
the big spenders 
in drug R&D, 
and the 
numbers are 
impressive: Last 
year, and for the 
first time, the top 
15 largest 
companies (by 
sales) funneled 
more than $100 
billion into 
research, and 
we also saw the 
FDA approve 
more drugs than 
ever before.

Thank you to Lonza for 
sponsoring this week's 
coverage of BIO.

This week's sponsor is TD2.

Efficient Data Management: One Way to Expedite 
the Clinical Development Process

Ready your research for success with this free white 
paper from TD2. To expedite the clinical development 
process, data management can’t be overlooked. 
Discover ways to design your data infrastructure with 
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maximum efficiency in mind. Unlock More Potential 
with TD2.

v. Top Stories
w. Sanofi's anti-CD38 combo boosts responses, extends lives in 

advanced multiple myeloma
Sunday, June 2, 2019
CHICAGO—Sanofi’s anti-CD38 antibody isatuximab added to the standard of care 
for relapsed multiple myeloma extended patients’ lives and nearly doubled the 
number of patients for whom the standard of care worked.

x. Amgen's closely watched KRAS drug, first to clinic, shrinks 
NSCLC, curbs colorectal tumors 
Monday, June 3, 2019
CHICAGO—It’s been 30 years in the making, but the first clinical data from a 
KRAS inhibitor are finally here. In a small phase 1 study, Amgen’s prospect, AMG 
510, stopped tumor growth in the majority of patients with non-small cell lung and 
colorectal cancers.

y. [Sponsored] How to Make the Most of Your Clinical Trial 
Data—All of it
Monday, June 3, 2019
Pharma and biopharma have endless data at their disposal. Why aren't they using 
it? Here's how to make the most of your data for clinical success.

z. Ayala's ex-BMS drug shows promise in triple-negative breast 
cancer
Sunday, June 2, 2019
Israeli biotech Ayala Pharmaceuticals has just added $30 million in a Novartis-
backed series B round. As preclinical results have shown, the money could be 
used on clinical testing of its lead drug AL101 in triple-negative breast cancer.

aa. Astellas, Seattle Genetics' ADC banishes 12% of bladder 
cancers
Monday, June 3, 2019
Astellas and Seattle Genetics unveiled data showing their antibody-drug conjugate 
shrank 44% of tumors and eliminated 12% of them in patients with advanced 
urothelial cancer. The treatment could become an option for patients whose 
cancer has worsened despite receiving chemotherapy and checkpoint inhibitors.
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bb. With FDA review nearing, Epizyme shares updated sarcoma 
data
Monday, June 3, 2019
Epizyme has posted updated data from the phase 2 trial it hopes will secure 
tazemetostat approval in epithelioid sarcoma. The data feature a slight uptick in 
objective responses offset by rises in the rates of some adverse events.

cc. Complete response rate in Nektar melanoma trial hits 34%
Saturday, June 1, 2019
Nektar Therapeutics has posted updated data on its NKTR-214-Opdivo cocktail in 
first-line melanoma. The data feature four more complete responses, bringing the 
rate up 10 percentage points to 34%.

dd. Shrinking 60% of lung cancers, Blueprint's RET drug poised for 
2020 filing
Monday, June 3, 2019
Blueprint Medicines’ RET inhibitor BLU-667 shrank tumors in 60% of a difficult-to-
treat group of lung cancer patients, teeing it up for a 2020 filing in patients with 
RET-altered non-small cell lung cancer who had already tried chemotherapy.

ee. Death in Turning Point NSCLC trial overshadows 82% ORR
Monday, June 3, 2019
A sudden, possibly drug-related death has overshadowed Turning Point 
Therapeutics’ update on repotrectinib in non-small cell lung cancer. More than 
four-fifths of patients responded to the tyrosine kinase inhibitor, but shares in 
Turning Point fell 10% amid worries about the death.

ff. GE Healthcare executive jumps ship to lead dermatology 
biotech LEO
Monday, June 3, 2019
After more than a decade, LEO Pharma is getting a new chief executive as it looks 
to the future for a boosted pipeline and launches. 

This week's sponsor is LabConnect.

LabConnect offers innovative project & data 
management services connecting samples to data. 
We customize services to meet the unique needs of 
clients and their clinical studies. LabConnect is your 
connection to confidence. Contact us to learn more. 
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gg. Resources
hh. [Whitepaper] Agile Competitive Intelligence Strategies For 

Healthcare
Sponsored by: AlphaSense
What is agile competitive intelligence, and how can it help take market research to 
the next level?

ii. [POCKET GUIDE] Reference and Literature Management 
Made Easy
Sponsored by: Reprints Desk, Inc.
Get 5 quick tips for faster research and better results!

jj. [Report] Precision medicine from concept to clinic 
Sponsored by: Blue Latitude Health
In this publication, Blue Latitude Health maps the journey of stakeholders 
impacted by the rise of precision medicine today. Download the report.

kk. [Whitepaper] Flow Chemistry: A Scale-Up Solution for Modern 
API Development & Manufacturing
Sponsored by: Patheon, by Thermo Fisher Scientific
Increase Safety & Flexibility with Flow Chemistry

ll. [On-Demand Webinar] Lessons Learned Implementing an 
End-to-End RIM Solution 
Sponsored by: Veeva
IONIS shares best practices for implementing an end-to-end RIM solution in this 
on-demand webinar. Watch now.

mm. [Whitepaper] Site-specific, Patient-centered and Whip-
smart: Enrollment Assistants Adapt to a Shifting Landscape
Sponsored by: WCG
Increasingly complex clinical trials place a tremendous burden on study sites, 
exacerbating already-troubling recruitment and enrollment issues. Overwhelmed, 
many sites may not be up to the task or have the appropriate infrastructure, 
creating costly delays that keep new therapies from patients.

nn. [Case Study] Clinical Supply Management
Sponsored by: Catalent
Download the case study to learn about the clinical supply management tools that 
helped a small sized pharma company during phase III of a multi-arm oncology 
study.
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oo. [Video] Demand Led Services and Clinical Supply Efficiency
Sponsored by: Catalent
Watch a short video on demand led supply model. It is designed to meet the 
needs of patients, clinical sites, clinical team and sponsors and results in shorter 
lead time, less waste, less stock out risk and no booklet labels.

pp. [eBook] Strategies for Efficient Clinical Supply Management 
and Forecasting
Sponsored by: Catalent
Download the eBook to explore a proactive approach for clinical supply 
management.

qq. [Executive Summary] Achieving a Successful Drug Product 
Tech Transfer
Sponsored by: Catalent
Download the executive summary to learn key considerations for a successful 
technology transfer for manufacturing drug products, including a case study on 
overcoming challenges in a process transfer for a sterile diluent.

rr. [Whitepaper] Choosing the Best Sterile Dosage Form for 
Phase I Clinical Supply Needs
Sponsored by: Patheon, part of Thermo Fisher Scientific
Choosing the Best Sterile Dosage Form for Your Phase I Clinical Supply Needs.

ss. [Whitepaper] Delivering oral solid dose product to Phase I 
Clinic in 14 weeks
Sponsored by: Patheon, part of Thermo Fisher Scientific
Designed with speed & flexibility,Quick to Clinic™ for Oral Solid Dose helps 
deliver products to Phase I Clinic in as little as 14 weeks.

tt. Events
2019 BIO International Convention
June 3-6, 2019 | Philadelphia, PA

Medical Sensors Design Conference
June 25, 2019 | McEnery Convention Center | San Jose, CA

Sensors Expo & Conference
June 25-27, 2019 | McEnery Convention Center | San Jose, CA

Drug Development Boot Camp® 2019
November 20-21, 2019 | Boston, MA | Register and start preparing Today! 
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