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DECLARATION OF DR. VINCENT GARITEY 

I, Vincent Garitey, declare as follows: 

1. I have personal knowledge of the facts stated herein.  

2. I am currently the Testing Services Manager for ViVitro Labs Inc.  

3. I was awarded a PhD in Fluid Mechanics from Université de la 

Méditerranée (in France) on 21 January 1994. Both while I was working toward 

my PhD (1990-1994) and following it until December 1997, I worked for Société 

Industrielle de Combustible Nucléaire” (SICN) for a mechanical heart valve 

prosthesis project initiated by Professor Alain Carpentier (who acted as inventor 

and consultant), a renowned surgeon and professor sometimes referred to as the 

“father of mitral valve reconstructive surgery.” I am a named co-inventor on 

several patents related to that work, for example, U.S. Patent No. 5,961,550 

entitled “heart valve activating system and activated heart valve,” which claims 

priority to a French application filed in 1996. During my thesis, I worked in a 

laboratory at University of the Mediterranean Aix-Marseille, and 2 days every two 

weeks in SICN (Veurey-Voroize). At the end of my thesis, my position changed to 

Project Manager for the project, which eventually grew to include around 20 

people. 

4. My role at SICN included performing research and development of 

the heart valve prosthesis referenced above, in cooperation with Professor 
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Carpentier, and managing the design (including Finite Element Analysis and 

magnetic activation development) and functional testing of that new prosthesis.  

5. During my work at SICN, SICN obtained, and my team and I used, 

various devices to perform hydrodynamic and durability testing on our new 

prosthesis. One of those devices included an M6 Heart Valve Durability Tester by 

Dynatek, which was obtained by SICN in 1991 from the surplus of another 

medical device company, Baxter (a partner of SICN in the development of the 

prosthesis). SICN had, and I occasionally referenced, a user manual for that M6 

tester, which was provided to SICN with the M6 Tester.  

6. I personally installed this M6 Tester in 1991 and trained an Engineer 

(Fabienne FAU) on the use of this tester with the help of the user manual. Fabienne 

FAU was managing the development of a material for the annulus of the 

prosthesis, and, after her training, she used the tester to perform durability testing 

of the prosthesis.  

7. In 1993, while I was working on the prosthesis project, SICN bought 

another Dynatek M6 tester (the “1993 M6 Tester”). That 1993 M6 Tester was 

shipped to SICN along with another user manual (the “1993 M6 Manual”). This 

tester was installed in the same laboratory as the 1991 M6 Tester. I was performing 

testing in this laboratory from time to time until the end of 1997, and I personally 

saw and used the 1993 M6 Manual. 
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8. At the end of 1997, I resigned from SICN and began working at 

University of the Mediterranean Aix-Marseille. There, I started and managed a 

department (Mecabio) specialized in cardio-vascular devices, including creating, 

organizing, and implementing studies and trials for new devices. Mecabio 

collaborated with SICN in performing hydrodynamic characterization of 

mechanical heart valves. Mid-1999, the valve project stopped in SICN. Because 

SICN no longer needed its M6 testers, it planned to dispose of them. SICN gave 

both M6 testers and their respective user manuals to me.  

9. In 2004, I and some colleagues founded a company called Protomed 

SA. That company was created to develop a new vascular suture system for aortic 

laparoscopic surgery1 and was also implementing testing services on 

cardiovascular devices for other companies. I brought the M6 testers and manuals 

with me to Protomed SA. Protomed then created ProtomedLabs SASU in 2012, 

where I continued my employment from 2012 to 2019. ProtomedLabs was an ISO 

17025 accredited medical device testing laboratory that provided engineering 

solutions in device testing for companies developing implantable and 

 
1 See “Evaluation of a new vascular suture system for aortic laparoscopic surgery: 
an experimental study on pigs and cadavers”, European Journal Vasc Endovasc 
Surg 2008 Jun;35(6):730-6, https://pubmed.ncbi.nlm.nih.gov/18261940.  
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interventional cardiovascular devices. We used both Dynatek M6 testers and their 

respective M6 tester manuals at ProtomedLabs until 2019. 

10. In 2019, ViVitro acquired ProtomedLabs SASU, and I became an

employee of ViVitro’s French subsidiary. ViVitro thus acquired the M6 testers and 

manuals (along with all our other test devices). ViVitro retained possession of both 

testers and their manuals until they were given to Laboratoire de Biomécanique 

Appliquée - iLab Spine, UMRT24 Université Gustave Eiffel- Aix Marseille 

Université, Faculté de Médecine secteur-Nord, 51 Bvd. P. Dramard 13015 

Marseille in March 2023.  

11. Except for a few pages that are missing, a true and accurate scan of a

physical 1991 M6 Manual, which was kept in the ordinary course of business, is 

attached as Attachment A to this declaration.  

12. A copy of the physical 1993 M6 Manual that was kept in the ordinary

course of business is attached as Attachment B to this declaration. This electronic 

copy includes a packing list and shipping label that correspond to SICN’s 

acquisition of the 1993 M6 Tester.  

13. A photograph of the serial number plate on the 1993 M6 Tester that

was acquired by SICN and passed down to ProtomedLabs and ViVitro is provided 

as Attachment C to this declaration. A copy of a test equipment identification form 
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for the same 1993 M6 Tester is provided as Attachment D to this declaration.2 

Both documents were kept in the ordinary course of business by ProtomedLabs 

and ViVitro to record information about the equipment provided by the 

manufacturer of the device used for testing. Both Attachments C and D show the 

model, “M6E” and serial number, “9320-01A,” of the 1993 M6 Tester (the rows 

titled “Modèle” and “N° de série” at the top of the first page of Attachment D 

identify the model for the serial number). 

14. The model and serial number identifier of the 1993 M6 Tester, as

reflected in ViVitro’s records, match the serial number written on the cover page 

of the manual attached as Attachment B, which includes the handwritten markings 

“SICN” (the commonly used acronym of the company I worked for that received 

the 1993 M6 tester) and “M6E 9320-01A.”  

15. The cover of the manual at Attachment B also indicates the date

“September 1993,” which is consistent with when SICN obtained the 1993 M6 

Tester and Manual. Other pages include the text, “Rev. 9/15/93,” which I interpret 

(as a user) to mean “Revised 15 September, 1993.” 

16. The last two pages of Attachment B are a Packing List and Shipping

Receipt. The Packing List is dated “September 20, 1993.” It identifies the contents 

2 The original file name is EE-VV-DYN-01_SGM.xlsx. The attachment here is a 

PDF copy of that document. 
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of three boxes, including one “Model M6 Valve durability testing device Serial# 

9320-01A”—the same number written on the cover of the manual and reflected in 

ViVitro’s records—and one “Manual.” It also identifies the package as a 

“Shipment for: SICN” in France, as “Consigned To: Ziegler France S.A.” The 

Shipping Receipt from “Airborne Express” indicates it is from a company called 

“Karl Schroff & Associates, Inc.” with an address located in Springfield, Missouri 

in the United States. I am aware that Dynatek is (and was in 1993) located in 

Missouri in the United States. And I know that Ziegler France was a company used 

by SICN for shipping test equipment and other machines. The Shipping Receipt 

also includes a “Sender Signature” dated “10/6/93.” These indicia on the Packing 

List and Shipping receipt are consistent with my recollection of when SICN 

obtained the 1993 M6 Tester and Manual.3 

17. A true and accurate scan of another copy of a physical 1993 M6

manual, which was kept in the ordinary course of business, is attached as 

Attachment E to this declaration. This copy has different handwritten markings on 

it than the copy at Attachment B. For example, Attachment E does not have any 

3 The photograph of the 1993 M6 Tester in Attachment C also includes a “DATE” 
for the machine of “08/02/93” that is likewise consistent with (i.e., shortly before) 
the dates on the packing list, shipping label, and manual. 
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writing on the cover, but it has writing on page 12 that does not appear on page 12 

of Attachment B.  

18. Throughout my approximately thirty-year career, I have worked with 

and used prosthetic heart valve testers from various manufacturers. In my 

experience, it is standard practice for testing device manufacturers to provide user 

manuals together with the product (e.g., inside its packaging) or make the user 

manual available on the manufacturer’s website, so that anyone interested in in 

testing prosthetic heart valves would be able to successfully use the tester. That 

experience specifically includes the two M6 Testers from Dynatek discussed 

above. Recently, ViVitro has been using some TA ElectroForce Durapulse Heart 

Valve Durability testers that were also provided with a user manual.  

19. I declare that all statements made in this declaration are true. I 

understand that willfully false statements and the like are punishable by fine, 

imprisonment, or both under 18 U.S.C. § 1001. 

 

Dated: ______________, 2024 Signed: __________________________ 
Vincent Garitey 

18 Jan
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