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UNITED STATES DISTRICT COURT
DISTRICT OF MASSACHUSETTS

K.M. and C.R,,
Plaintiffs, CIVIL ACTON NO.

V.
COMPLAINT
FUJIFILM IRVINE SCIENTIFIC, INC.,
JURY TRIAL DEMANDED
Defendant.

Plaintiffs K.M. and C.R. (“Plaintiffs”) bring this Complaint against Defendant FujiFilm
Irvine Scientific, Inc. (“Irvine Scientific” or “Defendant”) and allege as follows:

NATURE OF THE ACTION

1. Fertility doctors, laboratories, clinics, and hospitals trusted Defendant Irvine
Scientific to provide a safe and thoroughly tested oil to preserve and protect their patients’
embryos.

2. Defendant, however, manufactured, marketed, distributed and sold a toxic embryo
oil. This toxic embryo oil destroyed many human embryos, including those created for Plaintiffs.

3. Plaintiffs seek damages for the loss of their precious embryos and to hold Defendant
responsible for failing to carefully manufacture and adequately test a product it knew would be
used in delicate and exacting assisted reproductive technology procedures involving human
embryos.

PARTIES

4. Plaintiffs K.M. and C.R. are residents of Massachusetts.
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5. Given the sensitive nature of the claims and disclosure of medical information,
Plaintiffs are using initials in this litigation to protect their privacy. If required by the Court,
Plaintiffs will seek permission to proceed with use of these initials.

6. Defendant Irvine Scientific is a corporation organized under the laws of the State
of California with its principal place of business and corporate headquarters in Santa Ana,
California.

7. Defendant Irvine Scientific purports to be a “worldwide leader in the innovation
and manufacture of cell culture media, reagents, and medical devices... The company provides
unrivalled service and quality to scientists working in ... assisted reproductive technology...”

8. Among the products Defendant developed, manufactured, marketed, promoted,
distributed, and sold was a sterile oil product specifically designed to create an ideal medium for
the culturing and storage of human embryos.

9. Upon information and belief, Defendant knowingly markets, distributes, and sells
its “FujiFilm” branded products, including its embryo oil, in the Commonwealth of Massachusetts.

10.  Upon information and belief, Defendant’s activities include sending fertility
doctors, scientists, laboratories, clinics, and/or hospitals in Massachusetts information about the
use and benefits of its fertility products, including, but not limited to, the “FujiFilm” branded oil
at issue here.

11. Upon information and belief, Defendant knew that its fertility products, including,
but not limited to, the “FujiFilm” branded oil at issue here, were being sold, distributed, and used

by fertility doctors, scientists, laboratories, clinics, and/or hospitals in Massachusetts.
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JURISDICTION AND VENUE

12.  Subject matter jurisdiction in this matter is proper because the amount in
controversy, exclusive of interest and costs, exceeds Seventy-five Thousand Dollars ($75,000) and
the parties are citizens of different states, both as required by 28 U.S.C. § 1332(a).

13.  Venue of this matter is proper in the United States District Court for the District of
Massachusetts pursuant to 28 U.S.C. 8§ 1391(a)(2) because a substantial part of the events or
omissions giving rise to the claim set forth herein occurred in this judicial district. Specifically,
Defendant’s embryo oil was marketed, distributed, and sold to Brigham & Woman’s Hospital in

Massachusetts where it destroyed Plaintiffs’ embryos.

FACTUAL BACKGROUND

14.  The global assisted reproductive technology market has been valued at $25.7 billion
dollars in 2022 and is growing steadily.

15. Defendant Irvine Scientific is one of the world’s largest suppliers of assisted
reproduction technology products. Specifically, Defendant focuses on producing and selling an
array of media used by doctors, scientists, laboratories, clinics, and/or hospitals working in the
assisted reproductive technology field. These include gamete processing media; fertilization and
embryo culture media; sperm preparation media; vitrification media; micromanipulation and ICSI
media; protein supplements and oils; and other supplies used in assisted reproduction medicine.

16.  Most of Defendant’s products are branded “FujiFilm” and “IrvineScientific” to
convey to the users of its products that the company stands behind the product; that the products
have been meticulously researched, tested, and manufactured; and that the products are reliable

and safe for their intended use.
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17.  Among the products Defendant developed, marketed, manufactured, distributed,
and sold is a sterile mineral oil for use with embryos.
18. Defendant describes this product as follows:
Oil for Embryo Culture is a sterile light mineral oil intended for use
as an overlay when culturing in reduced volumes of media to prevent
evaporation, and to protect the media from changes in osmolality
and pH.
19. The product is designated by Defendant as “Model # 9305.”
20.  Theoil is sold in 100 and 500 ml containers.

21.  The packaging of Defendant’s embryo oil in the 100 ml container is depicted below:

Scientific

0il for Embryo Culture
(Light Mineral 01}

22. By far, the most common type of assisted reproductive technology is in vitro
fertilization (“IVF”), a process where eggs are extracted from a woman and fertilized in a
laboratory with sperm to create an embryo. The embryo is then stored until transplanted into a
uterus.

23.  The process requires an array of advanced technology and medical knowhow. For
patients, the process often involves taking medication, transvaginal ultrasounds, blood tests,
hormone injections, a surgical procedure to remove the eggs, sperm collection, and insemination

of the collected eggs in a lab.
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24.  After fertilization, the embryo is grown and sometimes stored for a period of time
before being implanted into the hopeful mother’s uterus.

25. Defendant’s embryo oil is used during this storage period to prevent evaporation,
insulate against changes in pH, and otherwise protect the valuable embryos.

26.  According to Defendant, its oil is “ideal for use in micro-drop cell cultures,
preventing evaporation of the aqueous phase, and providing an insulation against rapid changes in
pH when the atmospheric (i.e. % CO.) conditions change.”

27. Defendant differentiates its embryo oil from other products based on quality and
safety. For example, Defendant writes that “Irvine Scientific’s light mineral oil for embryo culture
is used as an overlay to cover small volumes of media to prevent evaporation and changes in pH.
Our oil is sterile filtered and aseptically processed to provide the highest quality oil available.”

28. Defendant represented that its oil products were properly tested, and carefully
manufactured to prevent toxicity to embryos.

29. Defendant, however, knew or should have known that its testing and manufacturing
process was not adequate to prevent toxicity to human embryos.

30. Defendant produced at least four lots of its mineral oil that were toxic to embryos
and therefore unfit for the use that the product was intended.

31.  This toxicity was discovered by fertility clinics who observed a spike in the failure
rates of new human embryos.

32. At least one of these fertility clinics conducted its own study of the oil using mice.
This study confirmed that the oil produced, distributed and sold by Defendant was toxic to human

embryos.
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33.  On January 16, 2023, Defendant issued an “Urgent Field Safety Notice (product
removal)” notifying the doctors, clinics, laboratories, and hospitals who had purchased its product
that it should not be used and was effectively being recalled.

34.  This safety notice identified four lots that were toxic. The recalled toxic products
were identified as follows: “Oil for Embryo Culture, Catalog #9305, Lots 0000011351,
0000011367, 0000015999, 0000016000.”

35. Defendant admitted it had received complaints regarding oil from the identified
lots, including the destruction of human embryos from contact with its oil.

36. Through no fault of their own, Plaintiffs’ embryos were destroyed by Defendant’s
toxic oil.

37. Long before their marriage, Plaintiffs both dreamed of becoming parents. Soon
after their marriage, the couple attempted to have children naturally but were unsuccessful.

38.  They therefore turned to the world-renowned Center for Infertility and
Reproductive Surgery at the Brigham & Woman’s Hospital in Massachusetts.

39.  The couple eventually began IVF treatments, resulting in the creation of embryos.

40.  Those embryos were stored using Defendant’s toxic and later-recalled oil, resulting
in the destruction of all Plaintiffs’ embryos.

41.  Plaintiffs were informed that their embryos came into contact with the oil from the
recalled lots; that the embryos were destroyed; and that the oil was tested and confirmed to be
toxic.

42. Shocked and distressed by this news, Plaintiffs must now restart IVF, including the

many medical interventions IVF entails, and possibly other efforts to achieve pregnancy.
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43. As a result of Defendant’s toxic product, Plaintiffs suffered the loss of their
embryos, suffered and continue to suffer great emotional harm, and must undergo painful, stressful
and lengthy medical procedures. Their chances of conceiving children with their own genetic
material have also been irreparably reduced.

COUNT I
Breach of Warranty

44.  Plaintiffs incorporate the above allegations by reference.

45, Defendant developed, designed, manufactured, distributed, marketed, promoted
and sold embryo oil.

46. Defendant intended that this oil be used in the manner that Plaintiffs and their
medical providers in fact used it. Plaintiffs, their doctors, clinic, and hospital used Defendant’s
product precisely as intended.

47. Defendants expressly and impliedly warranted that its oil was safe and non-toxic
for use with embryos; was of merchantable quality; met or exceeded the quality of other
comparable oils; and was adequately tested and fit for its intended use.

48. Defendants breached these express and implied warranties with respect to its
embryo oil by, among other things, inadequately testing the oil and selling oil that was toxic to
embryos.

49, Defendants breached these express and implied warranties when it developed,
designed, manufactured, distributed, and sold embryo oil that was unfit and unreasonably
dangerous for the ordinary purposes for which this oil is used. Specifically, the oil was intended

to be used to preserve and protect embryos and Defendant’s oil was in fact toxic to those embryos.
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50. At the time the oil left Defendant’s possession, the oil had been defectively
manufactured such that it differed substantially from Defendant’s intended product specifications.
Rather than safe to use with human embryos, Defendant’s oil was toxic to them.

51.  As a direct result of Defendant’s breach of its express warranties and implied
warranties, including but not limited to the implied warranty of merchantability and the implied
warranty for a particular purpose under Massachusetts General Laws Chapter 106, Plaintiffs
suffered the harms and losses set forth above.

COUNT 11
Negligent Manufacture, Design, and Warning

52.  Plaintiffs incorporate the above allegations by reference.

53. Defendant owed a duty to the fertility doctors, clinics, hospitals, and their patients
to use reasonable care in the production of its embryo oil.

54, Defendant knew its product would be used in highly specialized medical procedures
involving sensitive cellular material, specifically including embryos.

55. Responsible and reasonable manufacturers of medical-grade embryo oil will
rigorously inspect; monitor; and test its manufacturing process and final product to ensure its
safety.

56. Defendant breached this duty by failing to design, manufacture, monitor, inspect
and/or test its oil products to ensure that they were non-toxic and free of contamination.

57. Defendants further provided no warning to Plaintiffs or their doctors regarding the
toxicity or risks of toxicity of the embryo oil.

58.  The Defendants were negligent in their failure to warn Plaintiffs and their doctor

regarding the toxicity of the embryo oil and Defendant knew or should have known about at the
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time it was used with Plaintiffs’ embryos and these negligent acts or omissions caused the
Plaintiffs’ harms and losses as set forth above.

PRAYER FOR RELEIF

WHEREFORE, the Plaintiffs pray for judgment against the Defendant as follows:
A. For an award of compensatory damages, including damages against Defendants for
medical and hospital expenses, pain and suffering, mental anguish, disability and other damages

according to proof at trial in excess of Seventy-Five Thousand Dollars ($75,000.00);

B. For reasonable attorney fees and costs;
C. For pre-judgment interest;
D. That the Court award Plaintiffs the opportunity to amend or modify the provisions

of this complaint as necessary or appropriate after additional or further discovery is completed in
this matter, and after all appropriate parties have been served; and
E. For such further and other relief this Court deems just and equitable.

PLAINTIFFS DEMAND A TRIAL BY JURY.

Dated: March 2, 2023 Respectfully submitted,

/s/ David J. Szerlag

David J. Szerlag, BBO# 6741
4470 Old Post Rd.
Charlestown, R1 02813
dszerlag@gmail.com

Tel: 612-396-1728

-and -
OFT LAW PLLC
/s/ Brendan J. Flaherty

Brendan J. Flaherty
(pro hac vice application forthcoming)
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OFT Law, PLLC

800 LaSalle Ave.

Suite 2260

Minneapolis, MN 55402
brendan@oftlaw.com
Ph: 888-828-7087

Fax: 888-239-0559

Attorneys for Plaintiffs
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