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 Appellants provide this Notice of Supplemental Authority (“Notice”) pursuant to 

Utah Rule of Appellate Procedure 24(j).  The supplemental authority comes in the form of 

under-oath regulatory opinions offered by Appellee Wright Medical Technology, Inc.’s 

(“Appellee”) regulatory expert and former employee of the Food and Drug Administration 

(“FDA”), Stephen Rhodes, MSE.  The testimony was obtained by undersigned counsel in 

another matter involving Appellee, Applekamp et al. v. Wright Medical Technology, Inc., 

Case No. 17-CV-01601 (D. Colo.), involving the medical devices at issue in this matter.  

A copy of Appellee’s F.R.C.P. 26(a)(2) Disclosure Certificate in the Applekamp matter, 

and Mr. Rhodes’ Curriculum Vitae, are attached as Exhibit A.   

 The timing of this Notice stems from Appellee’s recent agreement, on December 

10, 2018, that the authority disclosed herein is not confidential pursuant to the governing 

Protective Order in the Applekamp matter.  See correspondence from counsel for Appellee 

in the Applekamp matter, attached as Exhibit B. 

 The testimony and authority provided by Appellee’s own retained-expert, relevant 

excerpts attached as Exhibit C, and references to Appellants’ briefs to which the authority 

applies, are as follows:   

(1) 510(k) clearance does not mean that the FDA has approved the safety and efficacy 
of the device in question.  Ex. C, 46:19-22.  See also Appellants’ Opening Brief, 
pp. 3; 22-23. 
 

(2) A device manufacturer may not advertise that 510(k) clearance represents FDA 
approval of the medical device in question.  Ex. C, 46:23-47:4.  See also Appellants’ 
Opening Brief, p. 22; Appellants’ Response Brief, p. 4.    
 

(3) 510(k) clearance means that the FDA has determined that the medical device in 
question is substantially equivalent to a predicate device(s), whereas FDA approval 
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via the PMA process means that the FDA has evaluated the safety and effectiveness 
of the medical device in question and has confirmed that the device is safe and 
effective for its intended use.  Ex. C, 47:8-48:1. See also Appellants’ Opening Brief, 
pp. 10; 16-17; 27. 
 

(4) Unlike PMA submissions, the overwhelming majority of 510(k) submissions do not 
include clinical data.  Ex. C, 42:19-20; 43:4-9. See also Appellants’ Response Brief, 
p. 5. 

 
 Respectfully submitted this 14th day of December 2018. 
 
       /s/ Thomas R. Leemon    
       Thomas R. Leemon 
       George E. McLaughlin 
       Brian C. Stewart 
       Attorneys for Appellants 
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Proof of Service 

 This is to certify that on the 14th day of December 2018, I caused to be mailed, first 

class, with the United States Postal Service, two (2) true and correct copies of the foregoing 

Appellants’ Notice of Supplemental Authority Pursuant to Utah Rule of Appellate 

Procedure 24(j) to: 

Elisabeth M. McOmber 
Amy F. Sorenson 
Snell & Wilmer 

15 W South Temple #1200 
Salt Lake City, UT 84101-1531 

 
Attorneys for Appellees 

 
 

Dana J. Ash 
Sean K. Burke 
Ryan J. O’Neil 

Robert M. Polumbos 
Duane Morris, LLP 
30 South 17th Street 

Philadelphia, PA 19103-4196 
 

Attorneys for Appellees 
 
       /s/ Thomas R. Leemon    
       Thomas R. Leemon 
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EXHIBIT A 
  



IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLORADO 

 
Civil Action No.: 1:17-cv-01601-CBS-WJM-MLC 
 
SCOTT APPLEKAMP; 
GAIL APPLEKAMP; 

 
     Plaintiffs, 

 
v. -        
 
WRIGHT MEDICAL TECHNOLOGY, INC., a Delaware corporation, 
 
     Defendant. 

              
 

DEFENDANT WRIGHT MEDICAL TECHNOLOGY, INC.’S  
F.R.C.P. 26(a)(2) EXPERT DISCLOSURES 

              
 
 Defendant Wright Medical Technology, Inc. (“Wright Medical”), by and through counsel, 
Howard & Howard and Childs McCune LLC, hereby submits their F.R.C.P. 26(a)(2) Expert 
Disclosures. 
 

INTRODUCTION 
 
 Defendant’s experts will be asked to testify concerning the nature of their work, their 
education, training, and experience as set forth in their Curricula Vitae, and experience concerning 
the issues in this case.  Experts endorsed by Defendant may further be asked to provide opinion 
testimony based on their knowledge and review of practice standards and expectations, applicable 
literature, published treatises, periodicals, facts and data made known to them, and any other facts 
or data reasonably relied upon by experts in their field in forming opinions.  
 
 Defendant reserves the right to offer opinion testimony from these witnesses that is 
rendered during their depositions, if taken in this case, and Defendant reserves the right to propose 
hypothetical questions to these expert witnesses at trial and ask questions based upon evidence to 
be introduced at trial.  Defendant reserves the right to have retained experts review and revise or 
modify their opinions based upon the deposition testimony of fact witnesses and experts, as well 
as newly provided facts, opinions, records, and/or materials.  Defendant also reserves the right to 
have these experts answer, rebut or respond to the testimony and/or further opinions of Plaintiffs’ 
experts, whether the opinions come from depositions, trial, supplemental reports or from other 
means. 

Exhibit A, 1 of 12
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 Defendant’s experts may further testify concerning any exhibit introduced during their 
depositions, if taken, and concerning any exhibit introduced at trial.  These experts may further 
rebut the testimony of Plaintiffs’ experts and may supplement their opinions as discovery 
progresses and as new evidence becomes available, including any rebuttal expert reports. 
 
 Any expert endorsed by Defendant may use some or all of the following to assist them in 
their testimony: deposition testimony, excerpts, time lines, enlargements of records, diagrams, 
graphs, and any other demonstrative exhibit or evidence to illustrate the expert’s testimony. 
 
 This disclosure of expert testimony is based upon the information provided to Defendant, 
at this time.  Defendant expressly reserves the right to supplement these expert disclosures with 
additional opinions and information as they become available. 
 

A. RULE 26(a)(2)(B)(I) RETAINED EXPERTS 
 
1.  JAMES BONO, M.D. 

 New England Baptist Hospital 
 125 Parker Hill Ave., Suite 573 
 Boston, MA 02120 
 617-754-5901 
  

 A report prepared by Dr. Bono, which expresses his opinions on Plaintiff’s claimed injuries 
and damages, accompanies this disclosure. Dr. Bono’s background, training, qualifications and 
experience are reflected in his enclosed Curriculum Vitae at Exhibit A to his report.  A list of his 
publications is included in his enclosed CV.  Dr. Bono has testified as an expert in the last four 
years and a list of his prior testimony is enclosed with his report. His rate for record review is 
$1,000 an hour, and his rate for testimony is $7,500 per day. The list of materials Dr. Bono has 
reviewed are attached at Exhibit B to his report. 
 
 The facts or data considered by Dr. Bono in forming his opinions are identified in his report. 

 
 If called as a witness, Dr. Bono is expected to testify to those matters addressed in his 
accompanying report.  It is anticipated that Dr. Bono will have additional opinions as additional 
information, records and evidence become available. 
 
 Dr. Bono will further testify regarding any and all relevant matters addressed in his 
deposition.  Dr. Bono will further testify regarding any and all other matters raised by Plaintiff’s 
experts that are within his area of expertise.  Dr. Bono may supplement his opinions, as additional 
evidence becomes available.  Dr. Bono may use diagrams and illustrations in support of his 
testimony, and he may use relevant documents from the case files, depositions, trial transcripts, or 
other discovery documents in support of his testimony.  Dr. Bono may be asked to comment on 
any literature that is relevant to the issues in this case. 
 

Exhibit A, 2 of 12
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  2. BRAD JAMES, PH.D., P.E. 

 Exponent Inc.-Principal Engineer 
 149 Commonwealth Dr. 
 Menlo Park, CA 94025 
 650-326-9400 

 
 A report prepared by Dr. James, which expresses his opinions in this matter, accompanies 
this disclosure.  Dr. James’ background, training, qualifications and experience are reflected in his 
Curriculum Vitae, which is included in his report at Appendix B.  A list of Dr. James’ publications 
is included in his CV.  Dr. James has testified as an expert in the last four years and his list of prior 
testimony is included in his report at Appendix C.  His rate for record review and testimony is 
$495.00 an hour. 
 
  The facts or data considered by Dr. James in forming of his opinions are identified in his 
report at Appendix D. 

 
 If called as a witness, Dr. James is expected to testify to those matters addressed in his 
accompanying report.  It is anticipated that Dr. James will have additional opinions as additional 
information, records and evidence become available. 
 
 Dr. James will further testify regarding any and all relevant matters addressed in his 
deposition, if taken in this case.   Dr. James will further testify regarding any and all other matters 
raised by Plaintiff’s experts that are within his area of expertise.  Dr. James may supplement his 
opinions, as additional evidence becomes available.    Dr. James may use diagrams and illustrations 
in support of his testimony, and he may use relevant documents from the case files, depositions, 
trial transcripts, or other discovery documents in support of his testimony.   
Dr. James may be asked to comment on any literature that is relevant to the issues in this case. 
 
  3. JORGE OCHOA, PH.D., P.E. 

 Exponent Inc. - Principal Engineer 
 149 Commonwealth Dr. 
 Menlo Park, CA 94025 
 650-326-9400 

 
 A report prepared by Dr. Ochoa, which expresses his opinions in this matter, accompanies 
this disclosure.  Dr. Ochoa’s background, training, qualifications and experience are reflected in 
his attached Curriculum Vitae, which is included in his report at Appendix B.  A list of Dr. Ochoa’s 
publications is included in his enclosed CV.  Dr. Ochoa has testified as an expert in the last four 
years and his list of prior testimony is included in his report at Appendix C.  His rate for record 
review and testimony is $490.00 an hour. 
 
 The facts or data considered by Dr. Ochoa in forming his opinion are identified in his report 
at Appendix D. 

Exhibit A, 3 of 12
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 If called as a witness, Dr. Ochoa is expected to testify to those matters addressed in his 
accompanying report.  It is anticipated that Dr. Ochoa will have additional opinions as additional 
information, records and evidence become available. 
 
 Dr. Ochoa will further testify regarding any and all relevant matters addressed in his 
deposition, if taken in this case.   Dr. Ochoa will further testify regarding any and all other matters 
raised by Plaintiff’s experts that are within his area of expertise.  Dr. Ochoa may supplement his 
opinions, as additional evidence becomes available.  Dr. Ochoa may use diagrams and illustrations 
in support of his testimony, and he may use relevant documents from the case files, depositions, 
trial transcripts, or other discovery documents in support of his testimony. Dr. Ochoa may be asked 
to comment on any literature that is relevant to the issues in this case. 
 
  4. STEPHEN RHODES, MSE 

 Biologics Consulting Group, Inc. - Senior Consultant 
 400 N. Washington Street, Suite 100 
 Alexandria, VA 22314 
 703-739-5695 
  

 A report prepared by Mr. Rhodes, which expresses his opinions in this matter, accompanies 
this disclosure.  Mr. Rhodes’ background, training, qualifications and experience are reflected in 
his attached Curriculum Vitae, listed as Exhibit A to his report.   A list of Mr. Rhodes’ publications 
is included in his enclosed CV.  Mr. Rhodes has testified as an expert in the last four years and his 
list of prior testimony is included in his report.  His rate for record review and testimony is $500.00 
an hour. 
 
  The facts or data considered by Mr. Rhodes in forming his opinion are identified in his 
report. 

 
 If called as a witness, Mr. Rhodes is expected to testify to those matters addressed in his 
accompanying report.  It is anticipated that Mr. Rhodes will have additional opinions as additional 
information, records and evidence become available. 
 
 Mr. Rhodes will further testify regarding any and all relevant matters addressed in his 
deposition, if taken in this case.  Mr. Rhodes will further testify regarding any and all other matters 
raised by Plaintiff’s experts that are within his area of expertise.  Mr. Rhodes may supplement his 
opinions, as additional evidence becomes available. Mr. Rhodes may use diagrams and 
illustrations in support of his testimony, and he may use relevant documents from the case files, 
depositions, trial transcripts, or other discovery documents in support of his testimony. Mr. Rhodes 
may be asked to comment on any literature that is relevant to the issues in this case. 
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Respectfully submitted this 13th day of July 2018. 

By: s/ David C. Van Dyke  
 David C. Van Dyke 
 Howard & Howard Attorneys PLLC 
 200 S. Michigan Ave., Suite 1100 
 Chicago, IL 60604 
 Phone: (312) 456-3421 
 Fax: (312) 939-5617 
 Email: dvd@h2law.com 
Attorneys for Defendant Wright Medical Technology, Inc. 

 
 

By:  s/ Scott A. Neckers   
Daniel R McCune, #14900 
Scott A. Neckers, # 
CHILDS MCCUNE LLC 
821 17th Street, Suite 500 
Denver, Colorado 80202 
Phone: (303) 296-7300 
Fax: (303) 625-3637 
Email: dmccune@childsmccune.com 
Email: sneckers@childsmccune.com 
Attorneys for Defendant Wright Medical Technology, Inc. 
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CERTIFICATE OF SERVICE 
 
 I hereby certify on this 13th day of July 2018, a true and correct copy of the foregoing 
DEFENDANT WRIGHT MEDICAL TECHNOLOGY, INC.’S F.R.C.P. 26(a)(2) EXPERT 
DISCLOSURE was filed and served via electronic mail upon the following:  
 
George E. McLaughlin 
Thomas R. Leemon 
Warshauer-McLaughlin Law Group, P.C. 
1890 Gaylord Street 
Denver, CO 80206 
gem@w-mlawgroup 
tleemon@w-mlawgroup.com 
 
Attorneys for Plaintiffs 
 

(  ) U.S. Mail, first-class, postage pre-paid 
(  ) Hand Delivery 
(  ) Facsimile 
(X) Electronic Mail 
(  ) CM/ECF 

 
s/ Melinda Perez  
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EXHIBIT C 



·1· · · · · ·IN THE UNITED STATES DISTRICT COURT

·2· · · · · · · FOR THE DISTRICT OF COLORADO

·3· ·- - - - - - - - - - - - - -x

·4· SCOTT APPLEKAMP and· · ·:

·5· GAIL APPLEKAMP,· · · · ·:

·6· · · · · · Plaintiffs,· ·:· ·Case No.

·7· · ·v.· · · · · · · · · ·:· ·1:17-cv-01601-CBS

·8· WRIGHT MEDICAL· · · · · :

·9· TECHNOLOGY, INC., a· · ·:

10· Delaware Corporation,· ·:

11· · · · · · Defendant.· · :

12· ·- - - - - - - - - - - - - -x

13

14· · · · · · · · · · · CONFIDENTIAL

15· · · · ·Deposition of STEPHEN PARK RHODES, MSE

16· · · · · · · · · · ·Washington, DC

17· · · · · · · · ·Monday, October 8, 2018

18· · · · · · · · · · · ·10:50 a.m.

19

20

21

22

23· ·Job No.:· 27677cc

24· ·Pages:· 1 - 150

25· ·Reported By:· Janet A. Hamilton, RDR
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·1· · · ·Deposition of STEPHEN PARK RHODES, MSE, held

·2· at the offices of:

·3

·4

·5· · · · ·Planet Depos - DC

·6· · · · · 1100 Connecticut Avenue, NW

·7· · · · · Suite 950

·8· · · · · Washington, DC· 20036

·9· · · · · 888.433.3767

10

11

12

13

14· · · ·Pursuant to notice, before Janet A. Hamilton,

15· Registered Diplomate Reporter and Notary Public in

16· and for the District of Columbia.

17

18

19

20

21

22

23

24

25
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·1· · · · · · A P P E A R A N C E S

·2· ON BEHALF OF THE PLAINTIFFS:

·3· · ·THOMAS R. LEEMON, ESQUIRE

·4· · ·WARSHAUER-McLAUGHLIN LAW GROUP, P.C.

·5· · ·1890 Gaylord Street

·6· · ·Denver, Colorado· 80206-1211

·7· · ·720.420.9800

·8

·9· ON BEHALF OF THE DEFENDANT:

10· · ·DAVID C. VAN DYKE, ESQUIRE

11· · ·HOWARD & HOWARD ATTORNEYS, PLLC

12· · ·200 South Michigan Avenue

13· · ·Suite 1100

14· · ·Chicago, Illinois· 60604

15· · ·312.372.4000

16

17

18

19

20

21

22

23

24

25
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·1· · · · ·MR. VAN DYKE:· When you get to a good

·2· break point, I need a break.

·3· · · · ·MR. LEEMON:· Okay.· We can take a break.

·4· · · · ·(A recess was taken.)

·5· BY MR. LEEMON:

·6· · · Q· Back on the record.· Mr. Rhodes, do you

·7· understand that you're still under oath?

·8· · · A· Yes.

·9· · · Q· In your experience at the FDA how many

10· 510(k) submissions were you involved with?

11· · · A· Thousands.

12· · · Q· Were you the lead reviewer on all of

13· those?

14· · · A· No.

15· · · Q· Approximately how many of the 510(k)

16· submissions when you were employed by the FDA were

17· you the lead reviewer?

18· · · A· Three to 500.

19· · · Q· You mean 300 to 500?

20· · · A· 300 to 500.

21· · · Q· I -- I may be incorrect, but I thought you

22· said 3 to 500.

23· · · A· Oh.

24· · · Q· I thought I knew what you meant.· I was

25· just trying to make the record clear.

Exhibit C, 4 of 9
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·1· withdraw 510(k)s.

·2· · · Q· Do they ever recommend that a component of

·3· a 510(k) be, of the 510(k) submission be

·4· withdrawn?

·5· · · A· No.

·6· · · Q· All right.· How many PMAs -- actually let

·7· me ask a better question.· What does PMA stand

·8· for?

·9· · · A· Premarket approval.

10· · · Q· And is that a different regulatory path

11· for a medical device to obtain market access?

12· · · A· Yes.

13· · · Q· What are the differences between the PMA

14· process and the 510(k) process?

15· · · A· Well, they're -- the data requirements are

16· different.· The review processes are different.

17· It's all laid out in the, in the regulations and

18· in guidance.

19· · · Q· Do PMAs usually include clinical data?

20· · · A· Yes.

21· · · Q· And how is that clinical data obtained?

22· · · A· A clinical study.

23· · · Q· What's an IDE?

24· · · A· Investigational device exemption.· It's a

25· clinical study in the US.

Exhibit C, 5 of 9
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·1· · · Q· Do most manufacturers use an IDE to obtain

·2· clinical data to submit in their PMA?

·3· · · A· If the study's in the US, yes.

·4· · · Q· Does a 510(k) usually include clinical

·5· data?

·6· · · A· Usually, no.

·7· · · Q· Approximately what percentage of 510(k)

·8· submissions include clinical data?

·9· · · A· It's about 10 percent.

10· · · Q· I reviewed a guidance document that

11· referenced eight percent.· Would you have any

12· reason to disagree with that?

13· · · · ·MR. VAN DYKE:· Objection, form.

14· · · A· No.

15· · · Q· What's the user fee associated with a PMA

16· submission?

17· · · A· Well, it changes every year.

18· · · Q· Approximate amount is okay.

19· · · A· 240,000 I think.

20· · · Q· Are you referencing back in the 2000 range

21· or --

22· · · A· No.

23· · · Q· -- present?

24· · · A· Present.

25· · · Q· How much --

Exhibit C, 6 of 9
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·1· respect to a 510(k)?

·2· · · A· I think that somebody has published

·3· average numbers.· I -- I don't know.· I don't know

·4· what the averages are.

·5· · · Q· So if the FDA publishes average decision

·6· time frames with respect to 510(k) and PMA

·7· submissions, you would generally defer to whatever

·8· the FDA publishes; right?

·9· · · A· Yes.

10· · · Q· Are the terms clearance and approval terms

11· of art with respect to FDA regulatory issues?

12· · · A· You're asking me what is a term of art?

13· Is that what your question is?

14· · · Q· Well, does clearance with respect to a

15· 510(k) submission have a specific definition or a

16· specific meaning?

17· · · A· It's how Class 2 devices are allowed on

18· the market via clearance.

19· · · Q· If the FDA says to a manufacturer that a

20· device is cleared, does that mean that the FDA has

21· approved the safety and efficacy of a device?

22· · · A· No.

23· · · Q· Is there a specific regulation that

24· confirms, that confirms FDA clearance does not

25· mean FDA approval?

Exhibit C, 7 of 9
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·1· · · A· There's a regulation that companies are

·2· not allowed to advertise that their 510(k)

·3· products are approved, if that's what you're

·4· referring to.

·5· · · Q· What is that regulation?· Do you have a

·6· specific cite?

·7· · · A· I don't know the number offhand.

·8· · · Q· So what is your understanding of the

·9· differences between the term clearance and the

10· term approval with respect to FDA regulatory

11· issues?

12· · · A· Clearance is the term used for 510(k)s,

13· and approval is the term used for PMAs.

14· · · Q· And what's your understanding of the

15· differences between those terms, what they mean,

16· what clearance means as opposed to what approval

17· means?

18· · · A· So clearance means that a company has

19· submitted a 510(k).· FDA has evaluated that 510(k)

20· and found that that device is substantially

21· equivalent to a predicate or predicate devices.

22· · · · ·Approval means that a company submitted a

23· PMA and the FDA has evaluated that safety and

24· effectiveness information and determined that

25· there was a reasonable assurance of safety and

Exhibit C, 8 of 9
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·1· effectiveness of that PMA product.

·2· · · Q· Are the evidentiary standards between a

·3· 510(k) submission and PMA submission different?

·4· · · A· Evidentiary standards?· I think both

·5· require that, that the data be consistent, that it

·6· be reproducible, that it be, you know, valid.· So

·7· all, all the data that FDA reviews in 510(k)s and

·8· PMAs they rely on valid scientific evidence.

·9· That's what I would call the evidentiary standard.

10· · · Q· So let's talk about the Profemur R

11· Revision Hip System, the 510(k) submission

12· K003016.· What valid scientific evidence did

13· Wright Medical provide to the FDA with respect to

14· that submission?

15· · · A· Okay.· So they provided I'd say

16· engineering drawings.· They provided a device

17· description.· They provided information about what

18· the materials were made of, how they interacted,

19· any surface treatments that were on those devices.

20· They did fatigue testing of the stem and neck and

21· head components.· They looked for fretting and

22· corrosion.· I -- and I -- I would also put the

23· labeling that they provided as scientific

24· evidence.· They also had information about the

25· sterilization and consensus standards that they
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