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L
INTRODUCTION/SUMMARY OF ARGUMENT

Plaintiff Gayle Rose (“Rose” or “Plaintiff”) offers Dr. Terence M. Davidson (“Dr.

Davidson™) to testify that a toxic dose of Zicam® Cold Remedy No Drip Liquid Nasal Gel
(“Zicam®”) caused her smell dysfunction. Dr. Davidson’s causation opinion lacks reliable
foundation and lacks a valid scientific connection to the facts concerning Rose’s injury. Itis
inadmissible under Rule 702.

Dr. Davidson has no reliable foundation for his causation opinions. He admits that Zicam
could be the cause of Rose’s smell loss only if she used the product in both nostrils and sniffed it
up to her smell tissue in both nostrils. Rose testified unequivocally, and has stated consistently,
that she only used Zicam® in her right nostril, and she has testified that she does not recall
sniffing at all. Thus, there is no substantial evidence that Rose (1) applied Zicam® to her right
nostril, and (2) sniffed at all, only Dr. Davidson’s speculation. Moreover, there is no scientific
evidence whatsoever that a sniff, of any type or magnitude, can pull a viscous gel like Zicam®
up to the smell tissue, much less a toxic dose of Zicam®. To the contrary. All available
scientific evidence (much of which Dr. Davidson has not reviewed) indicates that sniffing has
little influence on where solutions are distributed in the nose. Finally, even if some type of sniff
was capable of delivering a viscous gel like Zicam® to the smell tissue and there were evidence
of a sniff here, Dr. Davidson has no basis for concluding that Rose sniffed in a way that exposed
her smell tissue to Zicam®, much less a toxic dose (which Dr. Davidson has never identified).
Because Dr. Davidson tries to bridge these multiple analytical gaps with serial assumptions
devoid of record or scientific support — that Rose used the product in both nostrils, that she
sniffed in both nostrils, that her assumed sniff was capable of draw'mg a toxic level of gel to the
smell tissue — his opinions amount to no more than speculation and unfounded personal belief.

Dr. Davidson’s specific causation opinion is also speculative because he failed to reliably
exclude alternative causes of smell loss solidly within Rose’s clinical picture. The cold Rose
was treating with Zicam®, and the rhinitis and sinusitis with which she was diagnosed by her

treating physician, are all common, established causes of smell loss, and Dr. Davidson has failed
-1-
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to reliably exclude them. For this additional reason, Dr. Davidson’s specific causation analysis
is speculative, subjective and unreliable.

Dr. Davidson’s causation opinions are also speculative and unreliable because his general
causation opinion also lacks reliable foundation and his analysis is inconsistent with the
scientific method and lacking in the scientific rigor ordinarily employed by experts assessing
causal relationships. It is undisputed that Zicam® could only be a theoretical cause of smell loss
if a toxic dose reaches the smell tissue, i.e., if there is toxic exposure. But there is no reliable
scientific evidence that there is any exposure, let alone exposure to a still-undefined toxic dose.
Moreover, Dr. Davidson relies on the types of evidence toxicologists do not rely upon to reach
general causation conclusions, and his analysis, developed in the course of litigation, fails to
conform to the scientific method and lacks scientific rigor.

Finally, Dr. Davidson’s analysis fails the Daubert reliability factors. He has not
scientifically tested his theories, or even thoroughly researched many of the components of his
theory, preferring to rely on untested assumptions and personal belief. Only his case series was
peer-reviewed and published; peer review of a case series (as opposed to a scientific study) adds
nothing in the way of reliability. A subjective analysis relying on untested assumptions is
obviously highly probe to error and lacks standards and controls. And Dr. Davidson’s opinion
relies on principles and methods of analysis which do not merely lack general acceptance; they
are inconsistent with the generally accepted methods of investigating general and specific
causation.

In sum, Dr. Davidson’s causation opinions are not based on sufficient facts or data, are
not the product of a reliable application of reliable scientific methods, fail to qualify as scientific
knowledge, are not helpful to the trier of fact, and consequently are more prejudicial than

probative. They are therefore inadmissible under Federal Rules of Evidence 702 and 403.

II.
BACKGROUND

A. The Facts And Allegations Surrounding Rose’s Smell Loss

Rose testified that she used Zicam® on the morning of May 18, 2006 to treat cold
-2-
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symptoms. She purchased the product in February 2006 and read the instructions on the box and
the package insert. When Rose used the product, she followed the instructions: she primed the
pump, placed the tip of the nozzle just inside her left nostril, and angled it outward. She pumped
one time into the left nostril." She immediately felt intense pain and burning.”> Because of the
writhing pain, she did not apply the product to her right nostril.> She claims that the next
morning she could not smell, and that two days later, she could not taste food.’

Rose used Zicam® because she felt cold symptoms. As we discuss below, the common
cold is uniformly considered one of the most common causes of chronic or permanent smell loss.
Close behind is nasal and sinus disease, such as rhinitis and sinusitis, conditions prominent in

Rose’s medical profile near the time she noticed her smell loss.

B. Medical Treatment and Examinations
1.  Dr.Klug

On May 21, 2006, Rose called Dr. Dean Klug, an Ear, Nose, and Throat Specialist, and
reported her loss of sense of smell. Dr. Klug prescribed an oral steroid, and he examined her the
following day.5 He took Rose’s history, examined her, and performed a nasal endoscopy.6 Rose
reported that she had used Zicam® on May 18, had experienced extreme pain and burning in her
left nostril that lasted fifteen to twenty minutes, and later realized that she could not smell.” Dr.

Klug’s examination revealed a septal deviation, nasal congestion, and swollen turbinates. The

! Exhibit (“Exh.”) A (Rose Depo) at 33, 4244, 129-133.

2 Id. at 141-142.

* Id. at 130, 138, 196.

“Id. at 149-153.

5 Id. at 35-36.

¢ Exh. B (Klug Depo). at 57-58.

" Id. at 55-57; Exh. C (Klug Medical Records) at GRose-IN-DAK-00001-2.
-3-
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congestion and swelling were consistent with a cold?

Dr. Klug saw Rose five more times, May 30, June 20, August 8, November 28, and
December 15, 2006. He repeatedly found nasal congestion, swollen turbinates, chronic rhinitis,
and diminished smell, and also found sinusitis.” In smell tests, on May 30 Rose scored 15 out of
40, grading anosmia (no smell); on June 20, she scored 23 out of 40, microsmia (hyposmia or
diminished smell); on August 8 and November 28, she scored 29 out of 40, microsmia.'®

Dr. Klug’s impression was anosmia secondary to Zicam® use, based solely on the
reported temporal relationship between use of Zicam® and onset of the alleged injury. " Dr.
Klug has never performed any research regarding Zicam® and loss of smell, and knows very
little about the product and how Rose used it, and he has no science-based opinion as to the
cause of Rose’s smell loss. He has no explanation for how Zicam® could be the cause of her
smell loss if she only used it in one nostril.'”> He has not been designated to testify to any
causation opinion.

2. Dr. Terence Davidson

On February 11-12, 2008, long after she had filed this lawsuit, Rose consulted with Dr.

Terence Davidson and the Nasal Dysfunction Center at UCSD Medical Center. Dr. William
Cain took Rose’s history and performed a smell test. Rose reported diminished olfactory
functioning and distortion of odors, which she attributed to spraying Zicam® into her left nostril
in May 2006. Dr. Cain noted Rose’s complaint of an intense burning sensation lasting about 45
minutes. Rose told him that she did not spray the product into her right nostril. She said that she

had used the Zicam® to treat cold symptoms. Rose scored twelve out of forty on a smell test,

8 Id. at 58-62; Exh. C (Klug Medical Records) at GRose-IN-DAK-00002.

% Exh. C (Klug Medical Records) at GRose-IN-DAK-00003-12; Exh. D (Davidson Medical
Records) at GRose-TN-TD-0011-15; Exh. B (Klug Depo) at 103; Exh. E (Davidson Rose Depo) at 46-50.

1 Exh. B (Klug Depo) at 64- 86; Exh. D (Davidson Medical Records) at GRose-TN-TD-0011-15.

1 Exh. B (Klug Depo) at 90-92, 104.
12 14 at 37-39, 46, 52-53, 56-57, 90-93.
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anosmia.?

Dr. Davidson met with Rose on February 12, 2008 after first speaking with her attorney
and discussing the causation problem presented by Rose’s testimony and history of use in one
nostril."* Rose told Dr. Davidson that she used Zicam® only in her left nostril. Dr. Davidson
confronted her with the fact that Zicam® could not have been the cause if that was true, and he
suggested that she must have “forgotten” about the second shot. According to Davidson, upon
reflection, Rose agreed that she could be mistaken. 15 Dr. Davidson acknowledges that Zicam®
must be used in both nostrils to cause bilateral smell loss, Rose’s condition. The two nasal
cavities are separate chambers, each with their own set of smell receptors, and a toxic exposure
to one side will not affect function in the other.'® Only by assuming use in both nostrils, contrary
to Rose’s consistent testimony and history, can Davidson attribute her loss to Zicam® use.

Further, although Rose did not previously report sniffing in her use of Zicam®, and
though she testified January 10, 2008 that she used the product according to the package
directions (which instructs the user to avoid sniffing) and that she could not recall snifﬁng,17 Dr.
Davidson recorded. that she “sniffed” by noting in his February 12, 2008 medical chart “squirt
sniff burn and total loss,” a shorthand he uses for his theorized “zinc induced anosmia syndrome”
diagnosis. Dr. Davidson testified that he did not recall Rose telling him that she sniffed, and
assumes she did only because of the cryptic chart notation.'® Dr. Davidson assumes Rose sniffed

after each “shot” of Zicam® (including the phantom second shot), but he acknowledges he does

3 Exh. D (Davidson Medical Records) at GRose-TN-TD-0005, 0007-0009.

1 1d. at GRose-TN-TD-0001-2; Exh. E (Davidson Rose Depo) at 14.

15 Bxh. E (Davidson Rose Depo) at 11-14; Exh. D (Davidson Medical Records) at GRose-TN-
TD-0001-2; Exh. U (Davidson Rose Report) at Exh. 1, p. 1 (“Ms. Rose has stated that the gel was only
squirted into the left side. I questioned her about that and she realized that in the trauma and pain of the
moment, she actually doesn’t know whether she squirted it on one side or both sides of the nose.”).

1 Exh. E (Davidson Rose Depo) at 12-13, 65; Exh. X (Davidson Bruno trial testimony) at 79-81.

7Exh. A (Rose Depo) at 130-134, 137; Exh. I (package directions).

18 Exh. E (Davidson Rose Depo) at 16-18, 21-22.

-5
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not know anything about the timing of her supposed sniff. He assumes it was a vigorous sniff,
because he noted it in his chart and presumably it would need to be to deliver gel to the smell
tissue. He has no information about her assumed sniff, beyond these assumptions.'?

Dr. Davidson does not know anything about how Rose used the product, i.e. the extent to
which she followed the directions. He also does not know whether she used the first or second
generation actuator design, and acknowledges that the latter would tend to deposit the gel lower

in the nose, and in a radial pattern.®

3. Dr. James A. Duncavage

Seventeen days after she met with Dr. Davidson, on February 29, 2008, Rose underwent
an independent medical examination with Dr. James A. Duncavage. Rose provided Dr.
Duncavage with the history of her Zicam® use, explaining that on May 18, 2006 she felt a cold
coming on, squirted Zicam® once into her left nostril, and experienced pain after squirting the
Zicam®. She told him she did not spray Zicam® into her right nostril*!

Dr. Duncavage performed a smell test. Rose scored 6 out of 40 for the right nostril and
12 out of 40 for the left nostril. He also examined Rose’s nose. He found significant nasal
obstructions in both cavities and concluded that Zicam gel could not have come into contact with
her smell tissue on the left side — the one side where she squirted the gel. Dr. Duncavage
confirmed the presence of a sinus infection.”

C. The Product

Zicam® is a homeopathic cold remedy. It is a viscous gel administered in the nose with a

spray pump. The active ingredient is zinc gluconate, a compound classified by the FDA as

GRAS (generally recognized as safe). Typical of homeopathic remedies, the level of active

¥ 1d at 22, 25, 28-29, 36, 64.
2 1d at 64-65, 86-88.
2l Exh. F (Duncavage IME Report) at 1.

2 1d at 2-3.
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