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AMENDED MOTION FOR JUDGMENT

Filed 26 May 1977

Comes now Lottie M. Jones, by counsel, and moves this
Court for judgment against the defendant, Pfizer, Inc., (herein-
after referred to as Pfizer) on the grounds and in the amount as
hereinafter set forth.

COUNT I

1. That at all times hereinafter mentioned, Lottie M.
Jones was and continues to be a resident of Westmoreland County,
Virginia.

2. That Pfizer, Inc., at all times hereinafter mentioned
was-and is a Delaware corporation with its principal place of
business in New York City, New York, at the above captiéned
address. -

3. That at all times hereinafter mentioned, Pfizer was
doing business in Virginia and transacting affairs in Virginia
on a reéular, frequent and continuing basis by reason of the wide-
spread marketing sales and distribution of its manufactured drugs
and drug products including hydroxyzine hydrochloride, which is
manufactured and marketed, sold and distributed under the brand
name Vistaril. j

4. That at the time of the commencement of this action,
Pfizer has no registered office, registered agent, corporate
officer, office or place of business, or corporate agent of any
kind within the State of Virginia, and accordingly jurisdiction
over Pfizer is invoked under Virginia Code Sections 13.1-111,

8-60, and 8-81.2.
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5. That on or about August 16, 1975, Lottie M. Jones Qas
admitted as a patient to Mary Washington Hospital in Fredericksburg,
Virginia, for a scheduled surgical operation.

6. That on or about August 18, 1975, while a patient at
Mary Washington Hospital aforesaid, the said Mrs. Jones was given
a pre-operative injection of Vistaril which injection was
administered by an employee of Mary Washington Hospital.

7. That prior to August 18, 1975, Pfizer manufactured,
sold, distributed, and delivered a certain quantity of the drug,
Vistaril, to Mary Washingtonton Hospital, which drug, Vistaril,
was subsequently administered to the said Lottie M. Jones as
aforesaid.

8. ‘That following the injecﬁion afqreSaid,‘Loﬁtie M.
Jonés experienced massive loss,’infebtion, décay and distruction
of tissue in her right hip and buttock area, necessitating
numerous subsequent operations,.extended hospitalization and
éxtensive medical treatment, all of which has been extremely
painful and mentally agonizing to said Mrs. Jones who has
suffered and continues to suffer and in the future will suffer
permanent disfigurement and disability, extreme pain and anxiety
and the plaintiff has been and will be otherwise injured, all of
which were a direct and proximate result of the use.of the drug,
Vistaril,by Mrs. Jones.

9. That Pfizer acting by and through its agents and
employees negligently manufactured, marketed, distributed and

sold the said drug, Vistaril, to Mary Washington Hospital in a
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defective and impure condition without proper and adequate
warning as to the use and administration of Vistaril, which
Vistaril was administered to Lottie M. Jones as aforesaid.

10. That the aforesaid injuries of Lottie M. Jones are
the direct proximate and sole result of the negligence of Pfizer
as aforesaid.

1l1. That as a direct result and proximate cause of the
negligence of Pfizer, as aforesaid, the plaintiff has incurred
and will be compelled to incur in the future large expenses for

medical doctors and nurses bills and other expenses.

COUNT II

The plaintiff repeats, re-alleges and repléads all the
allegations of numbered paragraphs 1, 2, 3, 4, 5, 6, 7, and 8 of
Count I with the same force and effect as though they were herein
fully and specifically set forth in detail.

12. That the defendant, Pfizer, acting by and through its
agents and employees impliedly warranted that the Vistaril
administered to Lottie M& Jones as aforesaid was of merchantable
quality and fit for its intended and ordinary uses and for the
general purposes and uses for which it is manufactuéed, marketed,
distributed and sold, was free from any defect beiné unadulterated
and sterile, and that such Vistaril was fit for the particular
purposes and uses of the plaintiff, and the plaintiff and her

attending physician relied upon such implied warranties.




App. 4

13. That as a direct, proximate and sole result of the
breach of the implied warranties by the defendant, Pfizer, as
aforesaid, Lottie M. Jones was caused to sustain such injuries

and suffer such expenses as heretofore described.

COUNT IIT

The plaintiff repeats, re-alleges and repleads all of the
allegations of numbered paragraphs 1, 2, 3, 4, 5, 6, 7, and 8 of
Count I with the same force and effect as though they were herein
© fully and specifically set forth in detail. -~

14. That the defendant, Pfizér, acting by and through its
agents and employees negligently failed to warn, inform, instruct
and apprise the plaintiff and.hgr gttending and treating physicians ' -~
and other medical persohnel at Mary‘Washington Hospital of the |
dangers and risks involved in the use of the drug, Vistaril, of the
proper methods of administering the same, and of the consequences -
and possible harmful effects of the drug, Vistaril.

15. That as a direct, proximate and sole result and
proximate cause of the negligence of the defendant, Pfizer, as S
aforesaid Lottie M. Jones was caused to suffer grave injuries and

the resulting expenses all of which is heretofore deﬁcribed.

COUNT IV
The plaintiff repeats, re-alleges and repleads all of the
allegations of numbered paragraphs 1, 2, 3, 4, 5, 6, 7, and 8 of

Count I with the same force and effect as though they were herein
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fully and specifically set forth in detail.

16. That the defendant, Pfizer, acting by and through its
employees and agents did negligently fail to warn, inform,
instruct and apprise the plaintiff and her attending physicians
and other medical personnel employed by Mary Washington Hospital
of the proper methods of administering Vistaril and the dangers
and risks involved in administering Vistaril and that such
failure on the part of Pfizer constitutes violations of statutes
of both the United States of America and the Commonwealth of
Virginia pertaining to misbranding and mislabeling of drugs and
further that such failure is thereby negligence per se.

17. That the plaintiff, Lottie M.Jones, is among the
class of those persons intended to be proiected and benefited by
the statutes aforesaid. | |

18. That as a direct result and proximate cause of the
negligence per se of the defendant as aforesaid the plaintiff
was caused to suffer serious and grave injuries and attendant
medical expenses all of which is heretofore described.

WHEREFORE, the plaintiff, Lottie M. Jones, demands
judgment against the defendant, Pfizer, Inc., in the amount of
$500,000 plus costs. | f

LOTTIE M. JONES

By [/s/ Russell H. Roberts
Of Counsel
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JUDGMENT ORDER

Dated 28 February 1978

This day came the parties in person and by counsel, and
the defendant having heretofore filed its grounds of defense
herein, issue is joined.

WHEREUPON, came a jury, to-wit: Elliott Jett Berry,
Nancy Bennett Bird, Anne Mills Brooks, Evelyn Sale Duffey,
Barbara Hand Gabbert, Constance Jacobs Lane and Mildred Evans
Marlowe, who were sworn to well and truly try the issue joined
and a true verdict give according to the evidence and the law.

The evidence of the plaintiff was presented and a£ the
conclusion thereof, the defendant by counsel'moved to strike
the evidence of the plaintiff on grounds stated in the tecord,
which motion was overruled and to which ruling of the Court
counéel for the defendant excepted.

Thereupon, the evidence of the defendant was presented
and at the conclusion of all of the evidence, the defendant by
counsel renewed its motion to strike the plaintiff's evidence,
on the same grounds, which motion was overruled and'to which
ruling of the Court counsel for the defendant excepded.

After receiving instructions from the Court and hearing
arguments of counsel, the jury retired to their room to consult
of their verdict and after some time returned into Court with

the following verdict:
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-

"We, the jury, on the issue joined, find in favor
of the plaintiff, Lottie M. Jones and against
Pfizer, Inc., and we fix her damages at
$225,000.00.

Elliott J. Berry
Foreman".

The defendant, by counsel, moved to set aside the verdict
on the ground that it is excessive and on the further ground
that it is contrary to the law and the evidence.

The Court withholds entering any order on its ruling on
the motions made by the defendant, Pfizer, Inc., pending the
filing of written memoranda by counsel for all parties and this

case is continued until April 10, 1978 at 2:30 o'clock P.M.
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MEMORANDUM OF OPINION

Dated 1 August 1978

I have read carefully the two helpful briefs of counsel
on the question of whether or not the Plainitff's evidence
should have been struck, and the jury verdict for the Plaintiff
in the above styled case in the amount of $225,000.00 should now
be set aside, and finally, on whether the verdict was so excessive
as to warrant a remittitur or a new trial.

The first basis for setting aside the verdict is the
position taken by Plaintiff's [sic] counsel that the court should
have struck the Plaintiff's evidence and entered a judgment for
Pfizer upon theiclaim that tﬁe package insert warning accompanying
the vial of Vistaril was adéquate as a matter of law.

I see this as a jury question. The test of whether or
not the evidence presents a jury issue is the ancient one of
whether or not reasonable men might disregard upon the question
presented. _

It is admitted that the package insert failed to warn that
significant tissue damage might result from a subcutaneous
injection. The insert also failed to provide any special
warning in the event the patient was obese. It is true, and
there is no dispute, that the insert did make it clear that the
injection was to be intramuscular, '‘and not subcutaneous. The
most important evidence, which in my opinion required the

question to be presented to the jury, was Dr. Peter R. Smith's
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testimony. He stated in effect that the insert warning was
subject to two deficiencies. He said, "I think there is a need
for more information * * * my feeling is that there is not
sufficient [warning] regarding the potential danger * * * in terms
of what kind of reaction could follow if the drug is not injected
into the muscle, if the drug should come into contact with sub-
cutaneous tissue, either by way of leak-back or otherwise.
There is mention that it should be given intramuscularly, no
mention as to why. Secondly, I think there should be a special
warning regarding obese patients. It is virtually impossible in
many cases to get intramuscular medication into the muscle in
certéin patients.' They made no mention that that precaution be
taken in the use of this drug for obese patients."”
Thefe;'of‘coufse, was other expert testimony tending to
show that the warning was sufficient. However, since Dr. Smith
was equally assertive in his opinion that the warning was not
sufficient, we have here a case posing the age-old dilemma of
what to do "when doctors disagree". What better reason is there
for submitting this question to a jury than this one where
"reasonable men might disagree". Certainly it cannot be said by
trial judge as a matter of law that the jury could dot disagree
on this very question. The expert testimony was cléuded by
disagreement, leaving the court no alternative but to submit that
question to the jury and not strike the evidence.

The next basis on which the Defendant claims the evidence
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should have been struck was its position that the attending
physician, Dr. Thompson, was "fully aware" of the precise damage
which Plaintiff alleges the Defendant Pfizer failed to specify
in its package insert warning.

This, too, was a doubtful question. The Plaintiff [sic]
states categorically that Dr. Thompson was fully aware of such precise
damage. That is not the case. The trial judge heard Dr. Thompson's

testimony. The Plaintiff [sic] cites three cases, Mulder v. Parke,

Davis & Co., 181 N.W.2d 882, Leibowitz v. Ortho Pharmaceutical

Company, 307 Atlantic 2d 449 and Ball v. Mallinkrodt Chemical Works,

381 S.W.2d 563, the first a Minnesota case, the second a
Pennsylvania case, and the third one a Tennessee case. In each of
these, the court emphasized that the criterion is that the physician
mus£ have full information from other sources of all possible
reactions to the: use of a particular drug if the manufaéturer is

to be relieved of liability for inadequate warning on the package
insert.

There is no evidence here that Dr. Thompson, the treating
physician, was fully aware, or otherwise had full information
regarding the great potential danger to his patient. The
substance of his testimony is that at some time or other he had
heard from some source, he could not recall, that tissue necrosis
might result when Vistaril was subcutaneously administered. He
said that his real understanding of the drug's side effect was
that some pain or swelling might be caused but that it definitely
would be for a short duration only. His words were, "occasionally

a patient will complain in a localized area, the site of the
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injection, of pain and a swelling feeling of a lump that
developed there. * * * Generally, the swelling is limited. It
only lasts for a limited period of time. A short period of
time. Only a short period of time is involved. Days, perhaps

a week." He further stated in response ﬁo a later question that
he had no personal or first-hand knowledge of a reaction such

as Mrs. Jones (Plaintiff) sustained.

It is worth mentioning here too that in response to a
question as to the adequacy of the warning on the package insert
that he too did not feel that the warning contained on the insert
was sufficient. (Tr. 108)

To have granted . the Defendant'; motion to'strike the
‘evidence would therefore, for those reasons, ﬁave piainly been .
in érror. | . |

The verdict, once rendered, was assailed by the Defendant
and a motion made to set it aside for four reasons.

First, did the court err when it refused Instruction
No. 9? This would have told the jury that even though it believed
that the Defendant was negligent in failing to give adequate
warning on its package insert, if it further believed that Dr.
Thompson, the treating physician, was aware, knew, Jr was fully
aware that subcutaneous injection could cause tissue necrosis,
then any failure on the part of Pfizer to give adequate warning
would not have been a proximate cause of Plaintiff's injuries

and the verdict should be found in favor of the Defendant.
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In my opinion, the record plainly shows that there was
no evidence that Dr. Thompson was fully aware or had any direct
knowledge that tissue necrosis in such severe form as that
suffered by the Plaintiff could result. Such instruction would
have suggested to the jury a fact that was not adequately
developed from the evidence, namely, that Dr. Thompson did
possess such knowledge when his testimony was to the effect that
he did not in fact possess such knowledge. In other words,
there was no evidentiary basis for this instruction. Very
clear case law, emphasized in both briefs, requires that the
physician be "fully aware" of the danger of tissue necrosis from
a subcutaneous injection. Full awareness being the real test,
nowﬁere in.the evidenée was it shown that Dr. Thompson was fully
' awafé of suéh danger. Because such an instruction must be based
on evidence, and no evidence of full awareness was presented,
the instruction was properly refused. I agree with the
Plaintiff's statement in her brief, "If Pfizer was not entitled
to a strike as a matter of law on the adequacy of the warning and
to proximate cause, then it was not entitled to finding
Instruction No. 9, which the court refused."

The other three bases for setting aside the Qerdict and
ordering a new trial were the exclusion of proof of.Pfizer's
compliance with regulations of the Food and Drug Administration,
‘the admission of color photographs showing Plaintiff's wound and
permitting two patients of Plaintiff's expert witness to sit as

jurors.
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Regarding the proof of Pfizer's compliance with regu-
lations of the FDA, this would have been permitted under somewhat
different circumstances from those obtaining when its intro-
duction was sought. At the time Dr. Walmsley was first questioned
on this point, no foundation for its introduction which would have
linked it with this case was laid. The court did offer to permit
its introduction following the laying of a proper foundation and
otherwise showing its relevancy to the issue being tried. No
further attempt was made by the Defendant to lay such foundation
or to again introduce such FDA evidence.

The other two bases for Defendant's motion to set aside
thé.verdict were ihg introduction of color photbgraphs showing
Plaintiff's wound and permitﬁing two patients éf Plaintiff’'s
expert witness, Dr. Peter R. Smith, to remain as jurors, after
full questioning of them by the court and no bias being shown.

It is felt that both of these rulings were within the sound
discretion of the court and I do not feel that any error was
committed in overruling Defendant's objections.

The final question for consideration was that of whether
or not the verdict of $225,000.00 was so excessive as ;o justify
a remittitur or a new trial. !

As stated in Plaintiff's brief in citing Smithey v. Sinclair

Refining Co., 203 Va. 142, as to excessiveness, " * * * but if it

appears that the verdict is so excessive as to shock the
conscience of the court and to create the impression that the jury

has been influenced by passion, corruption or prejudice, or has
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misconceived or misunderstood the facts or the law, or if theé
award is so out of proportion to the injury suffered as to
suggest that it is not the product of a fair and impartial
decision, than it becomes the duty of the judge acting within his
legal authority, to correct the injustice." (Citing numerous
other cases) |

The verdict is clearly excessive. It does not bear any
relationship to the evidence, which supports the Defendant's
statement that Plaintiff's total medical expenses were less than
$8,000.00. She lost no income and has no disability other than
the "large hole" in her hip. Although this is cowvered by clothipg,
it is indeed a deformity which should result in adequate compen- .
‘safion. It is permanent and disfiguriné when it can be seen.
If the scar were on any visible part of her body, it might be
difficult to say that the verdict was excessive. Mrs. Jones is
unemployed by choice, still performs the greater portion of her
housework, though she apparently suffers some limitation in
stooping, but this may be due in part as much to her obesity and
early advancing years, as from any other cause. She is able to
perform most any other activity, although she testified that as
of the time of the trial, her sexual relations wereisometimes
affected.

Yet, the fact that she suffered no loss of income, not
being gainfully employed, she now does all of the housework she

ever did, has not been crippled in any way, has no continuing
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financial loss, no probability of future expenditures to be cured
of any existing ailment, does not contemplate any future surgery
and except for the clothes-covered scar has no residual effect
from the injury, and suffers no constant pain or real disability.
Having said that the verdict was excessive ;nd intending to
require a remittitur, it becomes necessary to decide what would
be adequate compensation.

There is no question but that her experience in the
hospital was an agonizing one. The Plaintiff has summarized
accurateiy her hospital experience on Page 14 of hef brief which
is more than confirmed by her attending physician. They state
that the hip turned blue and her cramps became so sévere, '
éogether with a burn;nq sensation, that she could hardly bear the
pain. The hip later turned black and developed painful blisters.
The pain was so excruciating that even the slightest touch caused
her even greater agony. Later on,the hip flesh over an area
about the size of a man's hand became necrose. It was necessary
that she be isolated and had great difficulty in this stage of
treatment. She could not have visits from the Gray Ladies, and
she underwent four painful surgical procedures of debridement to
have the dead tissue removed. She testified that the odor from
her wound was overwhelming, that the pain was constant and her
mental anguish was almost beyond bearing. ' She still suffers
muscle cramps which contribute to the interruption of sexual

intercourse with her husband and has pain in her hip when she
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reclines. She must wear loose clothing because tight clothing
still irritates the site of the skin graft. The jury viewed the
"scooped out" indenture in her hip and found that it was a deep
one, although no longer disabling. Her graphic account of her
pain and suffering and its intensity were certainly corroborated
by Dr. Thompson, who found it necessary to perform the graft by
taking skin from the side of her thigh.

One factor by which a trial judge should be controlled
in deciding whether or not the remittitur is in order is the
cost of future medical expenses. Here none are anticipated.
There are no expected "after-care" costs here. This extremely
lafge'verdict,is so far out of proportion'to the Plaintiff'§
injuries, medical expenses, lack of future medicél expenses, the
fact thét‘no wages were lost, that no great pain or mental
anguish now exist, that the conscience of the court is truly
shocked by its size which clearly places upon it the badge of
unfairness.

The figure of $225,000.00 being excessive, it must be held
that the Plaintiff shall remit to the Defendant the sum of $125,000
of the verdict. Final judgment will be rendered for the Plaintiff
in the amount of $100,000.00 with interest from dat4 of wverdict.
While perhaps still high, this figure would be in line with the
jury's desire to see that the Plaintiff was well-compensated for
her pain, suffering, mental anguish and disfigurement. If the
Plaintiff be no amenable to this remittitur,’she will be required

to accept a new trial of the issues.
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Counsel for the Plaintiff is requested to prepare an
order effectuating the terms of this opinion, with brief
appropriate recitals of the findings of the court, and to present
the same, appropriately endorsed by counsel for Defendant, for

entry by the court.

/s/ J. A. Jamison
Judge

Date:__August 1, 1978
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NOTICE

Dated 13 September 1978

Pursuant to the provisions of Section 8.01-383.1,
the Plaintiff accepts judgment in this matter for the sum
of One Hundred Thousand Dollars ($100,000.00) with interest

from February 28, 1978 together with costs under protest.

Respectfully,
LOTTIE M. JONES

'By /s/ Russell H. Roberts
- 0f Counsel
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FINAL ORDER

Entered 13 September l978l

This day came plaintiff and defendant, by counsel, upon
the jury verdict rendered for the plaintiff in the above-
styled case in the amount of $225,000.00 and upon the motions
of defendant to set aside the verdict and enter judgment for
defendant, to set aside the verdict and order a new trial and
to remit a portion of the verdict or order a new trial.

Having considered the memoranda submitted by counsel, the
argument pf counsel and for the reasons set forth in the courts'
Memorandum of Opinion} it is hereby

. ADJﬁDGED AND ORDERED that the motions of the defendant to
set aside the Vefdic£ and enter judgment for éhe defehdant, to
set aside the verdict and order a new trial be and the same
hereby are denied. The motion of the defendant for a remittitur
on the ground that the verdict is excessive is hereby granted.

The court being advised that plaintiff, by counsel, has
filed her notice to remit and accept judgment of the court
thereon for the reduced sum under protest, as set forth in its
Memorandum of Opinion, it is further ORDERED that final
judgment be and the same hereby is entered for the plaintiff
against the defendant in the amount of $100,000.00 with interest
from 28 February 1978, the date of the verdict, together with her

taxable costs expended.

/s/ John A. Jamison
Judge
September 13, 1978
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ASSIGNMENTS OF ERROR

Dated 12 December 1978

I. The trial court should have struck Plaintiff's
evidence since her prescribing physician's independent

knowledge of the consequences of improper subcutaneous

injection of Vistaril intramuscular solution breaks the chain

of causation between Plaintiff's injury and the content of
Pfizer's package insert warning.

II. In the alternative, the trial court should have
instructed the jury. on Pfizer's theory of the case, based
on Dr. Thompéon's admitted knowledge of the association
between tissue necfosis and impropgf subcutaneous iﬁjection
of Vistaril intramﬁscular solution.

III. The trial court erred by excluding proof of
Pfizer's compliance with regulations of the U. S. Food and
Drug Administration.

IV. The trial court erred by permitting two patients
of Plaintiff's expert witness to sit as jurors.

V. The trial court erred by admitting three color
photographs depicting Plaintiff's wound where adequLte medical

testimony was available to describe the tissue necrosis and

where the only effect of admitting said pictures was to influence

the passions of the jury.
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VI. The trial court erred by failing to strike
Plaintiff's evidence on the grounds that Pfizer's package

insert warning was adequate as a matter of law.




o o ] App.22

FRANCES K. HALEY & ASSOCIATES
Court Reporrers .
Courthouse Building
Fredericksburg, Vieginia 22401

- Oifice: 371-5258 Home: 786-4780
~ 1
THE CLERX: The case of Lottie M, Jones
2
vs, Pfizer, Inc. Are you gentlemen ready?.
3
~ MR. ROBERTS: The plaintiff is ready.

MR. BURKHOLDER: The defendant is ready,
sir.
THE COURT: Call the jury.
" THE CLERK: Please answer to your name
as I c#ll it. _
| ﬁOTB: The Clerk of Court nbw

10

N calls the namés of the prospective jurors to which

" the prespective jurors answer as their names are

" . called. After the Clerk of Court duly swears the

SESlSTes

“ y . jury panel on vior dire.

" THE COURT: Members of the panel, as most

" of you know who have set on a jury before, the-

jury is selected from amongst you!after the

~ 17
8 process of elimination. That will take place
19 shortly, and some of you will then be excused to
m 20 leave,
21 ) You will be neoded:on Thursday
o




)

EESEANAS A

’—

19

16

17

18
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of tbis week, which is March the 2ad, at ten
o'clock. After that, I think you have clear sailing
for possibly two or three wecks.The next case thut
my calcndar shows is March the 13th. Scune tinmes
these cases are settled, and we will lst you knos
&s soon as possible,
This is a case today in which
Lottie M. Jones brought a civil suit against
Pfizer, In;.; a Delaw#re'Coﬁporation, a pharmaceu-
tical manufacturer. This is what is commenly kncwn |
as a product liability case. The allegation concerns
a product manufactured by Pfizer, Inc. You will
hear more about that in opening statements by the
attorneys. I will not go into details about this
case, g
I will ask you ff any of you
are related to Lottie M. Jones or if any of you ,
are employees or stockholders of Pfizer, Inc.? ;
NOTE: No response. E

THE COURT: This cause of action is said |
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FRANCES K. .HALEY & ASSOCIATES
Court Reporters
Courthouse Building
Fredericksburg, Virginia 22401
Office: 371.5258 Home: 786-4780

10

11

12

13

14

15

16

17

18

19

21

‘to have arisen out of an occurance -- out of
an occasion during which the plaintiff was
hospitalized, on or about‘August 16, 1975. Are
any of you familar with Mrs, Joneé's hospitalization
at that time or anything else concerning this
case?
- NOfB: No response.
- THE COURT: Have any of you heafd.anything
‘about it from any source?. :
‘ .NOTB: No response.
THE COURT: Is there anyone who feels
that he or she can't sit here today and hear the
evidence in this case and render a fair and impartial
verdict based only on the evidence that you will
hear and the instruction that I will give you iater
~on in the case. Is there anyone who feels thai he
or she cannot do that?
"NOTE: No response.
THE COURT: Do you have any questions,

Mr. Roberts?
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FRANCES K. HALEY & ASSOCIATES
Court Reporters
Courthouse Building
Fredericksburg, Virginia 22401
Office: 371-5258 Home: 786-4780

10

i1

12

13

14

15

16

17

18

19

20

21

MR. ROBERTS: We have no questions, Your
Honor.

THE COURT: Mr. Page?

MR. PAGE: Yes, Your Honor. I'm sorry,

I wonder if it would be possible to go back and
start giving me their names again? I want to
make sufe that I have the proper identification.

NOTE: At this time the |
jury panel fepéaf their'nam§s~for Mr. Page.

MR, PAGE: Your Honor, f would like to
ask the members of the jury if they have ever been
clients of Mr. Roberts personaily or Mr. Haley
personally or of their law firm..

| NGTE: No response.

MR, PAGE: I would like to ask the jury
if any of them are socially acquainted with Mr.
Roberts or Mr. Haley or with any member of their
law firm,

NOTE: No response.

MR. PAGE: Can I assume from your silence

B LU, NI
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FRANCES K. HALEY & ASSOCIATES
Court Reporters
Courthouse Building
Fredericksburg, Virginia 22401

Office: 371-5258

App. 26

Home: 786-4780

26D
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that the answer to these questions are in the nega-

tive?

member of the jury has ever been a patient of

Dr. Peter Smith?

- hagd.

any member of the jury has ever been a patient
of Dr. Richard N. Thompson. I would like to ask
if any member of the jury is a social aquaintance
of either Dr. Peter Smith or Dr. Richard N.

Thompson.,

member of the jury, other than those two ladies

I would like to ask if any

NOTE: Prospective juror raises

: Mﬁ. PAGE: ﬁhaf is_y§ur name?

| PROS?ECTIVE JURO%: Yvonne Lewis Dickinﬁon.
MR. PAGE: And what is your name?
PROSPECTIVE JUROR: Bafbara Gabbert.

C
MR. PAGE: I would like to ask the jury if

NOTE: No response.

MR. PAGE: I would like to ask if any
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- with fespect to striking for cause. Should I

_take that up right now?

Pratt Clinic. Would that fact cause you not to

acquaintance with these doctors or the Pratt Clinic?

vho have already idéntified themselves as beiﬂg
patients of Dr. Peter Smith, ever have been
patients at the Pratt Clinic'here in Fredericksburg.
NOTE: Several prospective
jurors now raise their hﬁnd.
MR. PAGE: Thank you.

Your ‘Honor, I have a motion

v .
THE COURT: Let me ask them some questions.

Now, some of you have answered
in the affirmitive to the question of whether or

not you have been patients of Dr. Smith and the

be able to make a fair decision based on the
evidence that you will hear todayJ

Is there anyone who feels that

he or she is prejudiced or biased by his or her

NOTE: No response.
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at least as I understand the representation, is

-that they have been patients of Dr. Peter Smith.

THE COURT: Is there anyone who feels
that he or she cannot render a fair verdict, keeping
in mind all of the questions that I have asked you?

MR. ROBERTS: Perhaps we should have
mentioned £ﬁis prior to the panel being questioned:
Dr. Smith will testify in the matter.

THE COURT: Would that fact --

Mﬁ. PAGE: 1 think,. Your Honor, Dr. Smith,

not only goiné-to be a factual witness, but he
will also --
 THE COURT: All right, take the panel
out for just a moment.
NOTE: The jury panel now leaves
the Courtroom accompanied'by the Sheriff.

1

MR. PAGE: I would like to strike for

THE COURT: All right.

cause jurors Goodman and Dickinson on the ground

Dr. Smith, as I understand it,
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will be called as an expert witness to testify,
among other things, that he believes that the
warnings given by the defendant in the casé were
inadequate. He will give his personal opinion
as to how the warning should have been given, should
Your Honor allow that into evidence.- ’
| | Our position is that if you.
_f | have a person who has enjoyed a doctor-patient
-w?elatiqnship, which the law recognizes as‘beiﬁg
serious and one of confidentiality and a close
one, and the relationship must be of mutual trust
and reliance, that that person is not a proper
person to sit on the jury in which that physician
will offer an opinion on the very issue that these
jurors must decide. To do so wouldjbe to ask tﬁem
to disbelieve their doctor; and it is for those
two people that simple.
We think that that is a basis
to strike those two jurors for cause.
THE COURT: What do you have to say about

that?

e —————— e T T T i £ e e
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MR. ROBERTS: Your Honor, the Court sub-
mitted édditional inquiry as to whether or not
those peop1e~would be prejudiced by the fact
that they are patients of Dr. Smith's. They did
not respond in the affirmitive. |

Dr. Smith is not a party to
this.suit. He is a totally independent witness whose
judgﬁent is'based upén_his experience'and'éduca;ion.
and nothing more. i submit.thét striking thé§e 
jﬁrors for cauée, would be érroneous. It woﬁld

.be like trying the case in a vaéuum. Perhaps that
is what Mr. Pége would 1like to do.

MR. PAGE: Mr. prerts has suggested that
I would 1like to try this case in a vacuum. I don't
want to do that. | |

We have here a!personal and
professional relationship that exists between
the two jurors and the expert witness in the
.case. We believe that it is not proper to allow

a juror in that situation to sit in the case,
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We don't know what testimony
is going to come in. If:he says that yes he
saw Mrs. Jones on August the 21st or 22nd or the
25th, and yes she had this problem, I have no
problem with that, But, if he is going to be a
witness on which the plaintiff relys 6n her case,
then I think'it is improper to try the case before
a jury panel .-- before.a jury whose panel is

l'»madé up of six people who are patients of Dr.
Smith's and the Pratt Clinic, and two of whom
have a persona; relationship with him,

My second motion is that the
other foﬁr jurors that are patients of the Pratt
Clinic also be stricken for cause. They &o not
enjoy the same kind of doctor-patiﬁnt relationship
but they do go there for examinations and treatment,
and they do place their’trust in the members of "
the Pratt Clinic. I move that they also be stricken
for cause.

THE COURT: All right, sir.
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MR. ROBERTS: We could go to the extreme
and ask the panel if any of them have ever used
a Pfizer product, and, if so, were they satisfied
with Pfizer. |
I noticed that Mr. Page has
no‘authority to submit.

THE COURT: A doctbr-patient relationship

'is at times 4 rather personal one. I think that if

the motion wére madé in a case where fhe doctor
ﬁimself were a.party, and I think of course that
that would be a much étronger reason to strike
them for cause. But, this is a small community
and seventy-five to eighty percent of the doctors
practice there -- practice medicine there. I
don't have any knowledge of any personal type
feeling for the Pratt Clinic. If aiything, you
could possibly find the opposite to be the case.
The Court asked these two

ladies if they would be prejudices or biased by

the fact that they were patients of Dr. Smith, and
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they did not indicate that they did have those
feelings. I don't think --

MR, PAGE: Could I say one thing, Your
Honor, before you rule? I think and I knew that
this patient-doctor relationship that these twé
ladies have, is recognized in law and --

THE COURT: If he were a party in this suit|
He is just a Qitpess. i am overruiiﬁg your motionms.

MR. PAGE: Note our exception.

'
v

THE COURT: All right, sir.

"Bring the panel back.

T T TR IS OIS L S ST e et
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BY MR. ROBERTS:

Q
A

PATRICIA ANN WALMSLEY, M.D.,

a witness, being called for examination by counscl
for the plaintiff, first being duly sworn, testified

as follows: ' j

DIRECT EXAMINATION

You are br. Patricia Ann Walmsley?

Yes, I am.

— e —— - ———
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direct - Walmsley

Q : - And, you are a medical doctor?
A Yes, I am. .
Q And, you are trained as a pathologist,

is that correct?

A That is correct.
Q Dr. Walmsley, you were educated where?
A At the University of London, England.
Q ‘Wéuld'it be possible for you to speak
ap? '
3 A At the University of London, England.
Q _ And, you had your internship and

residency in London?

A That is correct, yes. .

Q And then you came to New York?
A _ Yes.
Q -  Did you have additionallresidency trdining

in New York?

A - I had completed my residency when I

came to Néw York.

Q . Where did you work as a pathologist?
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A At the New York Hospital in New York,
and-I was-on ghe.faculty'of the Cornell University Medical

Céhter.

MR. PAGE: (interjecting) I will ask you
to do two things: First, speak loud enough so
that everyone §n the Courfroom can héar you, this
is a very hard.Courtroom to.hear in, and, secondly,
be sure that you let h1m ﬁlnlsh his question before
" you give your ‘answer so that the jury will have

the opportunity to hear your answer. Thank you.

BY MR. ROBERTS: (continuing)

Q Now, Dr. Walmsley, you are currently

- employed by the Pfizer Company, is that correct?

A Yes, that is correct.

Q And, you are Asgistant Mkdical Director?
A I am Senior Associate Medical Director.
Q And, your responsibilities in that job

aré-directly related to the product Vistaril, is that right?

A ' That is correct.
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results of such studies. I am also a liaison td the marketing

direct - Walmsley

Q . What are your duties with regard to
the product Vistaril?
A 'I am what is referred as product physicizn

I deal with all of the medical aspects of that drug. This

includes all of the studies made on the drug and the evaluating

department to help produce promotional and educational
magerials such'as‘booklets, films, brochures. I also—arrange
symposiums, and also would answer any questions that conc

in physicians about Vistaril. That, essentially, is it.

. Q Are you'aléo responsible for educating
yourself with thr properties of the drug that your company
manufactures, and I am talking about Vistaril?

A . Yes. .

Q | Are you also responsible with -- for'
educating yourself with the properties of otrer drugs that
can be mixed with Vistaril? '

'A Yes.

<, Q So, that you are fully aware of this

interaction that might take place when another drug is mixed

with Vistaril?

-
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direct - Walmsley

A ) Yes. ,

Q Yoﬁf company ;ecommends that Vistaril
and Demerol be mixed together, doesn't it? |

A - Yes.

Q And, the reason for that, I believe,
ié that the Vistaril acceleraies the effect of ;he Demerol,
is that right? |

A It potentiates .the effect.

Q What is the difference between'"accélerate
and "potentidtes? -

A Accelerating, ﬁerhaps, means an effect
that is faster, where 'potentiating' would indicate that
you get a greater effect..So, if you are giving the Demerol
to relieve paih, you get a greater pain reliever if you
give the Vistaril in addition to the Demerol.

Q As a-result of this suit qeing brought,
you have had an opportunity to familarize youfself with the
hospital and medical records of Mrs. Jones, have you not?

A I have.

Q And, you have reviewed the literature
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direct - Walmsley

that accompanied this drug or was published concerning
this drug prior to August 18th, 1975, is that correct?
A Yes.

Q And, you have likewise, have you not,

revicwed the records of the Pfizer Company with regard to

previous adverse reactions to Vistaril?

A  Yes.

Q I And, Qs a result of that study, I believe,
h&ve you not, determined that as far back as 1864 necrotic
reactions to the drug Vistaril have been repoftedpto Pfizer,
have they not?

A Yes.

Q Necrotic reaction is really that the

- tissue is being killed by the drug Vistaril, is that right?

A Yes, it means that the tissue dies.

Q The tissue dies as a reJult of coming
iﬁ contact with the Vistaril, is that right? |

A This is assumed. It is difficult to
determine in all cases. In some caseé there were other
drugs in addition to the Vistaril. But to the best of my

knowledge, it relates to the drug Vistaril.




App. 40

FRANCES K. HALEY & ASSOCIATES
Court Reporters
Courthouse Building
Fredericksburg, Virginia 22401
Office: 371-5258 Home: 786-4780

355 (D ED

10

11

12

13

14

15

16

17

13

19

20

21

direct - Walmsley

Q -., The drug Demerol. You have reviewed

the literaturc on Demerol, have you not?

A Yes,

Q . And, you are familar with Demerol, are
you not?

A Yes.,

Q Demerol can be injected eithér subcu-

taneously or intramuscularly, can it not?
A 'Yes.

\ Q Now, in this situation, as a result

~—

of your reviewing the medical records, you would conclude,
would you not, that this reaction that Mrs. Jones had
was due to the Vistaril,.have you not?

A I‘isuld, yes.

Q ;} I want to show you a document that
bears the revision date of August 1970, ande ask you to
iéentify it, if you would, doctor. |

| A | This is a package insert for the

drug Vistaril.

Q '_ Did your company have that with the

e N T ——— e 3 S e S A R T T e Rt R TP
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direct - Walmsley

vial from which the injection that Mrs, Jones got?

A Yes,

MR..ROBERTS: I would tender this as
plaintiff's exhibit number one,.

Tﬂﬁ COURT: Any objections?

MR. BURKHOLDER: No objecf%ons.

THE COURT: It will be admitted as

plaintiff's exhibit number one.

NOTE: The package insert is
now being marked and filed by the Clerk of Court

as PLAINTIFF'S EXHIBIT NUMBER ONE.

"BY MR. ROBERTS: (continuing).

Q Now, that package insert was something
t@at soméone who was administering the drug rould primarily
rely on in administering the drug, ié that c§rrect?

MR. BURKIUOLDER: (interjecting) We object

‘to the form of the question. It is obviously

something that Pfizer wants physicians to read

before the administration of the drug. Pfizer

T e -8 ety c. .
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can}t,-- a physician relys on his medical training
and experience. That is something that Dr. Walmsley
would have to speculate on.

THE COURT: The objection is sustained

to the question in its present form.

BY MR. ROBERTS: (continuing)
Q - _ Let me ask you this: Does anything else
accompany this vial cf the drug?

A No. This is,veééentially, the information

- that is given out.

Q That is called the package insert?
A - Yes.
Q . That was available to ényone who opened

a new pack of Vistaril, is that correct?
A | Yes, ' j
Q ; Now, that package 1nsert'states, does
it not; that Vistaril is not to be injected subcutaneously?
'A ~ Yes, it states that under no circumstances
should Vistaril bc‘given subcutaneously.
Q | It likewise states that it should be

given intramuscularly?
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direct - Walmsley

A Yes. 0
Q Under section "Adverse reactions', on
that package insert, does it say anything at all about the

reaction that -- the type reaction that Mrs. Jones had

-to the drug?

A No.

Q | | And, priér to that package insert being
put in the vial of‘Viétaril thét wag used to give Mrs. Jones
her.injection, you had a history of ﬁecrosis as far back
as 1964, had yoﬁ not?

| A Perhaps I should explain adverse re-
actions, We are talking about reactions that occur if the
drﬁg'is given properly. The kind of reaction you are talking
about, that oécurfed in Mrs. Jones, only occurs if‘the |
drug is injected subcutaneously. Aqd we say in that package
insert that undef no circumstances is the drug to be in-
jected subcutaneously.

Q . You also don't see under '"Precaution'
or "Adverge reaction’ or "Contraindication”" anything about

a necrotic reaction do you?
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direct - Walmsley

A ' No.

Q It doesn't say that the tissue can

be killed, does it?

A No,

| MR. ROBERTS: Your Honor, I would like
for the jury to have the 0pportunity.to see this,
It is'quitetlong.
THE COURT: I think'that it will distract
the jufy frém your case while they read this.
It Qill be presented to the jury at the proper
tinme,
MR, ﬁOBERTS: Very weéll, Your Honor.
MR. BURKHOLDER: Mr. Roberts has been
kind enough to show me the next exhibit, which
raises some questions as to whetheq or not it is
proper evidence. Perhaps it would Be appropriate
to discuss that out of the presence of the jury.
THE COURT: All right, take the jury out.
NOTE: The jury now leaves the

Courtroom in the company of the Sheriff.
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JURY OUT

MR. ROBERTS: We are seeking to introduce
into evidence avpackage insert for another Pfizer
drug called Permapin. A drug which has a reaction
similar or not dissimilar to this particular re-
action, to show what kind of warning was given
fof that drug. I think that the jury is entitled
to see this evidence to seéAwhether or not

- Pfizer gave adequate warning for the Vistaril.

| fhi; other drug, according
to the package insert, causes irritation of the
subcutaneous tissue. The package insert states
that it causes that irritation and it fﬁrther
tells what to do about it.

I submit that in determining
the adequacy of the warning, the jury is entitled
to know what warnings Pfizer gave with respect
to its other drugs.

MR. BURKHOLDER: Judge, --
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THE COURT: (interjecting) The problem
that 1 hafe with that is in order for you to get
what you think is the connection, yoﬁ have to
use a totally different drug. I have to wonder about
the relationship.

MR. BURKHOLDER: I have a Physicianfi

Desk Reference,:which-was in effect back in 1975.
10 . . . : L . . .

"This shows all of the package inserts for all
11

of the.drugs, along with Vistaril. This other
12

- one is also listed. Judge, it lists a number of
13

reactions which could occur if the drug is used
14

in the wrong way or in the wrong spot or if it
15

is improperly used. This is boundless, Judge.
16

Physicians will tell you that even! similar drugs
17

consist of different components, There are different
18

0 indications. These two drugs are not identical.

I would be improper for the jury to compare these

21 two drugs, That is like asking to compare Vistaril
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- to Penicillin. That is énotheridrug that.shows
a potentiél reaétion if used --
THE COURT: (interjecting) That bothers
me too,

If a doctor were a defendant
here and he had some.choice between two drugs, and
he sele;ted this rather than the other, I think
_that that would be relevant. But this other érug.
is all together differgmt. -

MR. ROBERTS: The drug Permapin js 3
different drug. No question about it. However, in
dealing with the Pfizer Drug Company, doctors
become acostumed to Pfizer's warnings. And, I submit
the Qarnings that Pfizer gives to fhe other drug
for instance, Permapin | it tell ;f an irritation
that may occur, pain that may occur, and it tells

-what to do in reference to the pain and irritation.

It tells how.to treat the reaction,

Here, we have a severe reaction,

- e e s L TR T W ey e
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and no warning whatsoever of might occur. I think
that --
THE COURT: (interjecting) Let's see what

questions you plan to ask.

BY MR. ROBERTS: kcontinuing)

Q ' Dr;.Walmsley,,I tender to you what
I believe to be anotﬁer'backage insert from the drug
Would you tell us whether or not thaf is such a package
insert? | |

A | .Yes.u’_

Q That package insert states, does it not,

that the drug Permapin ¢an cause mild irritation if injected

subcutaneously? : j
A Yes. '
Q It does state that?
A Yes.
Q It furthers states, does it not, that --

what to do if such an irritation occurs?
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4 A Yes, however, the wording about the

§ subcutaneous injection is not as strong as with the Vistaril.
6 .This package insert states that subcutaneous injection should
1 be avoidgd. The Vistaril package insert states'that under

no circumstances should Vistaril be injected into: subcutaneous

*IO6

tissue. o
10 ' S MR. BURKHOLDEK: (interjecting) Judge,
w | in the face of that --
2 | | THE COURT: (interjecting) You will have
13 ' your chance. Go ahead with your questioms.

14 | BY MR. ROBERTS: (continuing)

15 Q I would ask the same questions with
16 | reference to the drug Tetracin. Dr. Walmsle#, I show you

1 what I believe to be a package insert for the drug Tetracin

18 and ask you if you can identify it as such.

19 - A Yes.

20 . . .
Q Tetracin creates a reaction similar

21 : .
to the reaction, doesn't it?
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A Yes.

Q And, the Tetracin is not supposed to

be injected subcutaneously, isn't that correct?

A I have not had the chance to read the
entire package insert. I am not familar with Tetracin.

Q , Take your time.

"MR. BURKHOLDER: (interjecting) May I

10 : , .

say that one of the main indication is that it
11 ;

is used in the treatment of Rocky Mountain tick
12 -

" fever.
13 , . ‘

A I have not read the statement that it
14 '

should not be given subcutaneously.

15 :

Q It states that mild pain may result and
18
. mild irritation may occur, doesn't it? It itjalso says what
1 . :
" to do if that pain occurs, doesn't it?
: A Yes.
19 .
20 Q Now, the Vistaril insert, does it say
21 anything about necrotic reaction or what to do or how to

treat the necrotic reaction?
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A No, it doesn't.

THE COURT: Do these two 6ther drugs
say anything about a necrotic reaction?

MR. ROBERTS: The whole point is that
they. are talking about reactions that are less
severe. The jur& is.entitled,io kn;w what Pfizer .
had to say about less severe or mild reactionms,
if you will, and what to do about a mild reaction,
to determine whether or not adequate warning was
given with a severe recaction.

MR. BURKHOLDER: Judge, Mr. Roberts is
now providing us with a medical opinion. These
are two separate drugs which creatf two different
problems. This last drug is designéd to treat
Rocky Mountain spotted fever. Judge, the warnings
that Pfizer puts in these inserts is what the
Food and Drug Administration tells it to put in.

Judge, I am not familar with
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this.other drug, I don'£ have a judgment to make
as to benefit or reaction. Mr. Roberts wants to
take all of these package inserts and tell the
jury what was done here and what wasn't done therg.

THE COURT: I feel that these are different
drﬁgs..If you had drugs from competitive drug
companies that are suppose to do the same thing
as the Vistaril, and it éhowed what to do if such
and such reaction occurred, I think that that would
be proper to show that the'other drug company did
not give sufficient warning. |

.Howevgr, these drugs are de-

signed for an entirely different purpose. That is
what bothérs me. You want to tell khem about another
drug all together. I will have to rule that you are
not permitted tb do that. I will sustain the
bbjectioﬁ.

MR. ROBERTS: I note my exception.
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" let me in;efject something. Each one of these

Is it my understanding that
I am not permitted to ask this witness any questions
with regard to other drugs made by Pfizer?
| THE COURT: I think that --

MR. BURKHOLDER: (interjecting) Judge,

drugs are manufactﬁred undér different specification
Each one has a file on reactions. Each one is
;hemically different from the other. Pfizer
claims that it cannot be responsible for misuse.
We claim that that was clearly the case here.
We object to any queStions

going in concerning any o;her drug;.

THE COURT: I will deny yLu questioning
about other drugs.

MR. ROBERTS: llow are they to determine

if this warning was adequate?

THE COURT: The whole thing is that they

et U Ll i T AT e G S T T e S R e
.
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did givé a warning. Common sense will tell the

jury

that.

All right, bring the jury back.

NOTE: The jury returns to the

Courtroom. With everyone being present as before,

the matter continues as follows:

BY MR. ROBERTS:

(continuing)

Dr. Walmsley, you received a call from

(interjecting) Yes.

(continuing) Regarding the reaction that

Yes. .' 1

Dr. Smith, didn't you --
A
Q
Mrs., Jones had?
A
Q

took place?
A

of 1975.

What was the date that that phone call

I saw from my record that it was August
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Q August of 1975?

A Yes.
Q You had made a written memorandum of

that phone call, had you not?

A. Yes.

Q Do you have that written memorandum with
~ you?

A " Not on my person.

Q Do yoﬁ have it in the Courtroom today?

A I have it in ny bag.

Q Can you tell us what the substance of

that phone call was without referring to your note?
A Yes, I think so.
Q Tell us what Dr. Smith said and what you

|

A I received a call from Df. Smith who told

said to Dr. Smith..

me that he had a patient who had reccived an injection of
Demerol and Vistaril together. That she had previously re-
ceived similar injections. I think that he said that she

had received two similar injections. The third time that she
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received the-&rugs, she complained about pain in the site
of the injection. Sﬁe had discoloration of the sgin. I believe
he also stated that bullae had fromed. That the skin was
kind of necrotic.

Q Did he asked you if you had seen this
before? |

A He asked me if I had seen it before and

I told - that I had in’a'few cases. That they had been re-

-ported to us when the Vistaril was given subcutaneodsly,

Q " You have had twenty to twenty-five reports
of that, had you not? Prior to then?
A Not prior to then. We have had twenty to

twenty-five prior to now.

Q Prior to today?
A Yes.
Q And they are all similarjeffects? The

effect in all of these cases is that the tissue is actually
killed, is that correct?
A Yes. They are varying in severity, the

degree of severity.
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Q And, they go back as far as 1964, don't
they? '
A 1964 is the first report that we kept

a record of. The very first time that the drug was put on the

market was 19589.

Q It was put on the market in 19597
A | Yes.
Q Aﬁd, the first report of any necrotic

reaction was in 1964?

A - Yes,

Q " And, then, you received -- regularly
received reports in fhe rate of one every three or four
months since then, didn't you?

A. Not as frequently as that. It.has been
on the market for nineteen years. We have received between
twenty to twenty-five reports since then.

Q You have no idea how many are unrep&rted,
do you?

MR. BURKHOLDER: We object to that question

She can only testify to what she knows,
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THE COURT: She is an adverse witness.
The objection is overruled. Go ahead.
Bf MR. RO ERfS;.(continuing)
Q Do you have any idea how many are
aunreported? The statistics?
A No. There is no way I would know.

Q They could be reported to other sources

and you would not know, is that correct?

A When you‘éay "other sources', what do
you mean?
Q Anybody could report it to the Food and

Drug Administration and not advice you about it, couldn't
they? |
d A I would doubt that. I think th;t I would

find out of such report.

Q State, if you will, otheL drugs that
you are familar with that have the same properties and give
the same effect as the Vistaril that potentiate narcotic
type drugf

MR. BURKHOLDER: He is dealing with what
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I thought we already ruled on. I thought that you
had already ruled on that.

MR. ROBERTS: I want to know what the
competion for Vistaril is.

MR. BURKHOLDER: We object on the ground
of relevancy. We are dealing with Pfizer.

THE COURT: Ask her that.

BY ‘MR. ROBERTS: (continuing)

Q- ‘Is there some other drug that you édhsider
io_be in direct competion Qith Vistaril? .

"A Well, let me explain. There are se§eral.
If you are talking about the specific effect to a narcotic,
there is only one drug which makes that claim, and that is
Panheprin.

Q How.about Vallium? j

Av To my knowledge it has n6 evidence :
substantiate.that effect.

Q Is Vistrail used for other things?

A Certainly, it is used for other situations

other than to pdtentiate narcotic effect.
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Q _ ~Now, Pfizer, in addition to making
prescription drugs, makes a number of product or items

that are not prescription drugs, don't they?

A I am not familar with that side of the
.company. . |
Q\_ You doﬁ’t know what they are?
A No.
" Q . You don't even know their names?
A That is not part.of my job.
MR. ROBERTS: That is all we have, Your

Honor. .
MR. BURKHOLDER: I would like to ask
Dr. Walmsley some question, Judge.

THE COURT: All right.

CROSS EXAMINATION f
BY MR, BURKHOLDER:

Q Dr, Walmsley, Mr. Roberts only touched
upon your educational background. I believe you stated.that

you were trained as a pathologist?
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A _ Yes.,

MR. ROBERTS: (interjecting) He is leading
this witness, She was examined on direct examination
about that. This is cross examination.

MR. BURKHOLDER: I think that that is
a proper question. |

. THE COURT: Unless you are leading into

something, I-do sustain the objection.

BY MR. BURKHOLDER: (continuing)

Q - Dr. Walmsléy, where did you take your
medical training?

A In England. At the Univergity of London.

Q How many years did you attend.the
University of London?

A Pive years to gét ny medkcal degree, It
w;s a further six years before I attained my pathology
qualifications.

Q | During the six years, what did you

concentrate on?
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cross - Walmsley

A The first four years were spend doing
general pathology. Rotating between blood chemistry, surgical

pathology, looking at tissue, bacteriology. My last two

Q‘ What is the general study of pathology?
A It is really a study of diseased tissue.
Q- Does it havé.anything to do with the

kind of reaction that_Mr. Roberts has been diScussing with
you? | |

A S It s jusf among that kind of reaction.

Q You héd a total of twelve years of
medical ;raining?

A Eleven.

Q  Could you tell me, please, Dr. Walmsley,
what sort of professional experience you haﬁe had after
fbur six year course of the specialty of paghology?

A - I then came to this countr& and was on
the faculty of Cornell iiedical Cénter, working as a pathologis
I then came to New York, teaching undergraduates and residents

Q How long did you stay in that capacity?

t.
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A : Two years. .

Q- How long have you been employed by
Pfizer?

A Four years.

Q And, during your stay with Pfizer in

this four year period, have you had occasion to review
medical records of cases similar to this? |

A Yes, I have.

Q Dr. W&lmsley, ha%e you hadloccasion, in
this particular case, to reviewlﬁhe medical records, copies
of which have been introduced into evidence? And, I'might
ask you, before you answer, to look over those records.

A Yes, I have reviewed them in the past.

Q Dr. Walmsley, before we get iﬁto these

medical records, can you, generally, describe what Vistaril

»

was suppose to do?
A Primarily, it is used to treat anxiety.

Also, if it is used in conjunction with an analgesic, it

demonstrates a potential increase the amount of pain relieve

that these drugs- give. It is used pro- and postoperatively
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in associatioﬁ with narcotics in the treatment of pain
and anxiety.
Q What is the advantage of being able
to use Vistaril with a narcotic? |
A Well, the main advantage is that vou
get a greater degree of pain relieve than if you just used

the narcotic. You can reduce the amount of the narcotic that

you give, and still get the pain-relieve. It reduces the

'side effect you .get from'a.narcotic, such as nausea.

Q Br. Walmsley, up until August of 1975,

~approximately, how many doses of Vistaril Intramuscular

Solution have been sold By Pfizer?

A Over fifty million. I am not sure exactly

Ahow many over fifty million,

Q Out of the fifty million doses that have
been sold, épproximately how many reports have you received
concerning particular reactions?

| A | From the time that Vistaril was first
put on the.market to the time that Mrs. Jones was injected,

we had twenty-one reports of similar reactions, adverse
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reactions, in'the file. In addition, there are two or three
that we have received that note adverse reactions, reports,
through ouf legal department.

Q As a result of reviewing the medical
records in this case, Dr. Walmsley, have you been able to
form an opinion, to a reasonable degree of medical certainty,

as to exactly what caused the tissue necrosis in Mrs. Jones?

A . Yes, I have.
Q Please state your opinion.
A In my opinion, the reaction that Mrs.

Jones suffered was caused by injecting the Vistaril into
the subcutancous tissue.

Q Now, I am going to make reference to
plaintiff's exhibit number one, the package insert for
Vistaril? would you please read to us, from the insert, the
part pertaining to subcutaneous injéction? j

| A It says: "Hydroxyzine hydrochloride
intramuscular solution is intended only for intramuscular
administration and should not, under any circumstanses, be

injected subcutaneously, intra-arterially or intravenously.
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Q _- Would you explain to us, Dr. Walmsley,
your testimony that you believe that this injection went
into the subcutancous tissue and not into'the muscle, would
you explain the basis for your opinion?

A Wel}, because, firstly, the description
of the reaction in the'medical records is similar to the
descriptions that we héve received when.Vistaril was in-
jected iﬁto sﬁbcutanébﬁs tissue. Sécbndly, because}of the
description in the notés.of the surgebn when he removed
the de#d tissue. The fact that there was viable tissue
betveen theAfascia and the muscle, the fascia was not
affected, indicates that the injection never reached the
muscle,

Q Do you recall what tract-type &elivery
waé made for the injection?

A It doesn't say in the noées. I can't
find that in the notes.

Q What type needle needs to be used for
an intramuscular solution of this type?

A . Well, it depends on what kind of system
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you use, Ther; are ready-made systems that are made for
injection. For instance, where the solution is already
prepared in a syringe, and the whole thing is sterile. Or,
you select your own needle and take it from thg vial,

Q . In injecting the Vistaril, would you
tell us, from yoﬁr experience, what the drug has to pass
to get to the proper location?

'A . Wéll, you have.to gb through the skin
and then through.the.subcutaneodS'tissue, that is the fatty
tissue, through ﬁhe fascia, which 1is over ihe muscle, and
then into the mukcle. |

Q : -.What portion of theaﬁu;cle is the
Vistaril supposed to be put in?

A . It is supposed to put into thé large -~
into the.body of a iarge muscle,

Q Does it say that anywhere in the insert?

A Under precaution, it says: "Vistaril,

.Hydroxyzine hydrockloride intramuscular solution, should

be injected well within the body of a relatively large

muscle.
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Q ‘ In your opinion, and again, within
a reasonable degree of medical.certainty, how deep was this
injection made?

A Well, it was made above the fascia
tissue. It did not go into the muscle. It was not made deep
enough.

Q - Is the reason for‘your opinion the

fact that there was still viable subcutancous tissue?

A Yes.
Q -~ What dces.that mean?
A In my opinion, the injection didn't go

into the fascia. There still was a layer of viable tissue.
Q - Dr. Walmsley, as a product monitor at
Pfizer, are you familar -- with respect to Vistaril, are
you familar with the requirements that are ipposed on
Efizer by the Food..and Drug Administration?!
A Yes.
MR. ROBERTS: (interjecting) We object to
'that, Your Honor. If he wants to put on evidence
of that later, that is fine. But, he ought to

discuss facts with this witness.
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MR. BURKHOLDER: The plaintiff is trying

to show that not sufficient warning was given

with this drug. I think that is it important

to show that this drug was approved by the Food

and Drug Administration and that it passed

the mustard.

MR. ROBERTS: We object to presenting

that to the jury.

THE COURT: The objection is sustained.

~ MR. BURKHOLDER: Please note my exception,

sir.

THE COURT: All right.

BY MR. ROBERTS: (continuing)

Q! Dr. Walmsley, upon your review of these

medical records, would it'havq been possile for this

particular injection that Mrs. Jones received, to have gone

into the muscle?

‘A No, I don't think so.

Q . If it.had gone into the muscle, would

the Vistaril have: created this reaction?
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A - No, I don't think so.

~Q What is the basis of your opinion in
that regard? |

A | If the injection had gotten into the
muscle, you would not have seen this kind of a reaction.
You would not get that kind.ofvreaction, in my opinion.

Q Dr. Walméley, you stated in your
testimony that‘over-fifty million doses of Vistaril have
been sqld'since it was put én the market, and that you have.

received between twenty and twenty-five complaints similar

to this type. Dr. Walmsley; referring to the exhibit in front

of you, what has Pfizer done in its instructions concerning
this potentizl problem with th; drug if the drug is not
used properly? '
MR. ROBERTS: (interjecting) I object
to that question. The Court has.alrkady ruled on
that, The package insert speaks for itself,
MR. BURKHOLDER: Your Honor, --

THE COURT: (interjecting) The objection

is overruled.

e e et e e Ame e o we b
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MR. ROBERTS: Please not our exception.

THE COURT: All right.

BY MR. BURKHOLDER: (continuing)

Q What has Pfizer done, in this particular

. package insert, to alert physicians concerning the problem

of misuse?

A Well, it states under contraindications .

-

that under no circumst§nces'shou1d the drug be given

subcutaneously and that is to specificaily avoid this kind

of reaction.

MR. BURKHOLDER: Thank you, Dr. Walmsley.

REDIRECT EXAMINATION
BY MR. ROBERTS:

Q Dr. Walmsley, as far as the warning is
concerned, it doesn't go ahd say whatihappenL if the drug
is injected subcutaneously, does it?

A No.

Q And, the other warnings that you have

read, do say what happens if the drugs are misused, don't

they?
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MR. BURKHOLDER: (interjecting) Judge,
we have been over this matter of other drugs.

THE COURT: The objection is sustained.

MR. ROBERTS: Your Honor, I tender this
exhibit that has been marked for ideﬂtification

previously.




App. 73

FRANCES K. HALEY & ASSQCIATES
Court Reporters
Courthouse Building
Frederickshurg, Virginia 22421

Office: 371-52358 Home: 786-4780

—2 o) D ED

10
11
12
13
14
15
16
17
18
19
20

21

direct - Thompson

RICHARD N. THOMPSON, M.D., a

witness, being called for examination by counsel
for the plaintiff, first being duly sworn, testified

as follows:

DIRECT EXAMINATION
BY MR. HALEY:

Q Dr. Thompson, would you please state
your full name and occupation?

A Richard Neal Thompson, I am a physician

in Fredericksburg.

Q Where do you practice your profession?
A At the Pratt Clinic,
Q How long have you been with the Pratt

Clinic?
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A Since April of 1974.

Q Do you have a particula: medical
specialty? |

A Yes, I do., I am a surgeon.

Q Would you tell fhe Court and the ladies

and géntleman‘of the jury something about your educational
background, pérticular as to youf medical training?
A ‘I went to college in Northfield,
Minneﬁota, thén Qént'to medical school --
| Q ' (interjecting) Speak up a little bit.
A ._ 1 went to medical school at the

University of Tennessee in Memphis. I received my medical

degree in 1965, I interned for one year back in Minnesota.

St. Paul, Minnesota at the Ramsey Medical Center..I.stayed
there for the following four years and afteﬁward to do
my residency training in general Surgery. After that, I
spent two years in ﬁhe Army Medical Corpé as a surgeon before
coming to Fredericksburg.
Q -Are you with anyone at the Pratt Clinic?
A Yes. I am the partner of Dr. Charles

V. Miller.
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Q | Do you have any pérticular honors or
bglong to any medical societies?

A I belong to the local Fredericksburg
Medical Society and to the State of Virginia Medical Sociéty.
I have also been accepted by the American Boar& of Surgeons
and I belong to the American College of Surgeons.

Q Do you regularly practice medicine at

" Mary Washington Hospital?

A - Yes, that is correct;
. Q " Are you on the stéff.there?
A That is correct. .
Q How long have you been on the staff of

Mary Washington Hospital?
A I was a professional member of the staff
for about a year and ten months, and then have been an

.f

active member since then, since that time.

Q You were on the staff in August of 1975?
A . That's correct.
Q . . In August of 1975, did- you have occasion

to treat Mrs. Lottie Jones?
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A-- ~ Yes,

Q Would you describe the circumstances
whereupon you.cgme about treating her or were going to
treat her?

A Mrs. Jones was referred to'me by her
family physician in Montfosé with abdominal:pain and fever

and other symptoms, which we felt represénted cholecystitis

' ;or gallbladder attack.

She was admitted to the
hospital on the 16th of'August, 1975, under my care. |

Q ' _ﬁhat freatment was pfescribed or given
to Mrs. Jones upon her admittance to Mary Washington Hospital
on the 16th of August?

A She was placed on bed rest, given intra-
venous fluids to maintain her hydration, was given anti-
biotics, and because of the considerable amJunt of pain, was
given pain medicine for that,

Q Did you prescribe any pain medicine
for Mrs. Jones on the 18th of August of 1975?

A Yes.

H
¥
H
3
1
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A Yes.
Q Do you recall what it was that you

prescribed for her pain?

A A combination of Demerol and Vistaril.
Q Had you used that combination before?
A Yes.
- Q Were you present when this particular

- pain medication was injected?
A  Ne.
Q - Did-tﬁere Eome a time whcﬁ something
unusual occurred with regard to Mrs. Jones's right buttock?
A ' Yes.

Q Would you tell us when you become aware

" of anything unusual and would you describe what tﬁat was?

A 1 was informed, I believe by one of
tpe nurses on the nursing staff, th;t Mrs. Jones complained
of discomfort in her hip. When I come to Mrs. Jones's room
and started questioping her, she told me that she was in a
lot of pain in her hip after she had received an injection

for pain.

)
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Q Did she describe that pain that she

experienced at that time to you?

A Yes, she did.
Q What type of pain sensation?
A I remember her just as describing as

very bad pain. Very unusual pain that she waé having.
. Q - When was the first time after that
" particular injection that yoﬁ'saw'her right buttock, the
-argé where the injection was administered? |
A Pardon me?
Q - After you learned of.her problem, wﬂén

was the first time that you actually saw her right buttock?

A It was during that visit to her bedside.

Q Do you recall what day that w#s?

A I suppose that it was the morning of the
19th.

Q . Do recall what you saw at that time?

-A ' .The area of her right bottuck was redish.

One area was somewhat hard underneath the skin, warm to the

touch., If I remember correctly, there was the beginning of
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blisters in a small area, and it was tender to the touch.

Q What type of treatment, if any, did
precsribe? |

A We preScribed ice packs for the area,

Q Could you describe how this injury

developed over the following days?

A Yes, raised blisters developed in the
area of the right buttock. The central area was rédish at
first and ;hen became purple,fmore of a purple hue, and
then quite dark in the center. This was the beginning area
of maybe two or three:inches in diameter and it spread in
several days into an area the size of the palm of your hand.
Lafer it became quite large. It eventually raptured and
it appeared as though the discoloration beneath tﬁe skin
was hemorrhaging within the skin. The center of the area
became anesthetic to touch. By that I mean Jhat she éould
not feel my hand examining her.

Eventually, after about a week
to ten days, the whole involved skin became quite dark. It

later raptured.
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Q How would you describe this particular
wound in terms of tissue involvement?

A The first inkling that I had that this
was indeed a very serious injury to the tissue, was the
time that I examined the skin and she had no sensation.
This indicated that the skin was dead. At least in that
area. There was a good possibility that the injury went

" further than just the skin beéause of the'sufrounding
swelling and'redness.and so forth. .
Q Aftef the ice pack applications or
.warm compresseé, did yoﬁ pérform any furiher procedure,
render any further ireétment with regard to the wound, and
if so, descriﬁe what you did.

A It was rather obvious that the%e was
tissue death involved, and it was necessary to remove the
dead tissue, and iﬁ order for healing to commence, this
was done on the 4th of September of 1975. The amount of
tissue that was removed was quite large.

Q ‘¥hat kind of procedure is that?

A It is called "debridement". It simply
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means to excise or remove the dead tissue from the living

. part.
| Q Is that classified as an operation?
A Yes, it is. |
Q Let me show you three photographs and

ask you if these accurately represent Mrs. Jonss's
wound in the right buttock as you observed it.

A Yes, very{accurately.

MR. BURKHOLDER: Your Honor, we have
already reviewed'the pictures. Please note our
exception to them. |

THE COURT: Do you want them marked as
one exhibit or two, three and four?

MR. PAGE: I'm sorry. Are they going
to be marked as one exhibit? j

MR. HALEY: It doesn't matter.

THE COURT: They will be marked as two,
three -- How many are there?

MR, HALEY: Thres.

THE COURT: All right, they will.be so
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marked. You should refer to them by number so that
the Reporter can get the number.
MR. HALEY: I'11 give them them to the

jury at this time.

NOTE: The previously referred
to picutures are now being marked and filed by

the Clerk of Court as PLAINTIFF'S EXHIBIT TWO.

BY MR. HALBY (continuing)

Q Dr. Thompson, after the debridement
operation that &ou performed on the 4th of September, did
anything further occur with respect to treatment?

A There was still some dead tissue, dead
tissue in the wound which had to be removed, and this took

place on separate occasions after the initial debridement.

Q There were further dcbriiements?

A | Yes.

Q .Go ahead.

A I believe one was on September the 10th.

And, on Septembef the 10th, there was a lafge amount of
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necrotic or dead tissue that had to be removed again. And,
on the 16th of September again. And, I believe on the
23rd of September.

In between these procedures,
the wound was cared for in a particular manner. It involved

washing the wound. Literally washing out the wound with

'solutions. We used various packs on it and various ointments.

All of this was applied to the wound to pfevent germs from
getting into the wound. To prevenf germs'to go into to
Mrs. Jones's body through the open wound.

Q You are talking about a total of how

many debridement operations?

A Four.
Q _ Four?
A | - Yes, .
Q During this period of tlme, was there

any other treatment prescribed?

A _ Yes, about four times a day, I believe
three or four times a day, the wound was irrigated, washed
out and ‘then packed with gauze. This was done by the nursing

staff who are trained to do this.
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Q The irrigation, the washing out, was

done around the clock?

A Yes.

Q And, for approximately how many days?

A Until October 9th.

Q Dr. Thompson, did any special precaution

have to be taken with regard to Mrs. Jones because of the

“large wound, the area of the large wound?

.A . Yes. She was plaqed in Wound Isolation
Patient Category, which involves confinement.in a private
réom. She could not go out in.the hall or have visitors
unless they were properly gowned..This is a routine procedure
to protect the patient either postoperatively or preoperétivel
from hospital infections. |
; Q D1d she have the operation that she

originally came into the hospital for, the nglbladder ¥
trouble?

A No, that was done at a later time.

Q -,From the 18th of August, when she re-

ceived the injection, through the remainder of her hospital
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stay, did she have any further trouble with her gallbladder
problem?

A Actually not. To the best of my recollecti
her gallbladder attacks were fairly well controlled with
the -appropriate low fat diet. That settled the attacks.
This was after the acﬁte attach that she came into the
hospital for.

Q | Were there any other pfoceduresAafter
the debridément procedures? |

k Yes. On October 9th, 1975, we put a
skin graft on fhe'large wound which was ﬁow healing and

was ready to accept that.

Q - Was the skin graft done under general
anesfhesia? -

A Yes, it was.

Q She went to the operatiJg room for that?

A That's correct,

Q _ Describe where the skin was taken from

and how large an area the skin was that was taken.

A The skin was taken from the side of her

O
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thigh, the same side as the wound, and it ﬁeasured approximate
twenty by ten inches -- centimeters, something like that.
Something of thét nature.

Q Did there come a time that Mrs. Jomnes

was discharged from Mary Washington Hospital?

A Yes.
- Q Do you recall when she was discharged?
A | - I believe around =- |

Q (interjecting) We have the.me@ichl

records right here.
A - I don't recollect the exact date.
Q We have the medical records here if you
want to look at those.
NOTE: The previouslf feferred

to document is now being handed to the witness.

|

BY MR. HALLY: (continuing)

Q Whiie you are looking for that let me
#sk you another question: Did there come a time when Mrs,
Jones later returned to Mary Washington Hospital for the

gallbladder operation?
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A Yes.
Do you recall when that was?

A That was about the 19th of November of
1975, |

Q During the time that she was sent home,
after being discharged fromthe hospital, was she given any
particular instructiéns with regard to the care of her wound?

A Yes._A greéi deal of care had.to be
'taken.‘Tﬁese instructions that wgreigiven to Mrs. Jones
had to 80 with protecting the new skin from cuts or abrasions
or bruises or any type of injury to the new skin. The new
skin is very thin. She also had to be careful not to expose
it'to heat or direct sunlight for a long period of time.
Also, it was necessary to keep the new skin well lﬁbricated,
so it wouldn't crack.ﬁ

Q | I don't want to go into lhe gallbladder
operation in great detail. Was that a normal operation?

A That was routine. There was nothing
complicated about the gallbladder surgery or the care after .

the surgery.
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Q Did her prior wound, which came about
by this injection, did that have any effect on the gall-

bladder surgery?

A No.
Q She essentially had two opefations instead
of one?
A ‘ That'g correct,
c Q. . Have you been able to make a déterminatioﬁ

as to what caused this wound, this killing of tissue?

A | ' I feél, i am sure that is was the result
of the injectidn of the combination of Démerol and Vistaril.
One or both,

Q | Dr. Thompson, let me show you plaintiff's
exhibit one, which has been identified as the packége insert
that came with the Vistaril and that has the revised date
of August 1970 on it, and ask you if you rechnize that as
the package insert that came with the Vistaril?

A .Yes.,

§ ‘ | Do you see any warning or precaution or

contraindications anywhere in that insert that describes the
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risk or the potential risk of the Vistaril coming in contact
with subcutaneous tissue?
A | No.
Q That insert only says that it should
be injected deep into the muscle or words to that cffect, --
MR. BURKHOLDER: (interjecting) Counsel
is leading the witness. '

THE COURT: Don't lead the witness.

| BY MR. HALEY: (continuing)

Q Dr. Thompson, let me ask you this: Do
you feel, as a'physician and a surgeon, that that insert
properly informed you as so you can make a determination
as to whether or not to use the Vistaril? Do you feel that

the warning contained in the package insert is sufficient?

A No. ,
Q Why not? !
A Because I had no personal or first-hand

knowledge of a reaction such as Mrs. Jones sustained.
Q Mr. Burkholder, in his opening statement,
indicated that you have seen or had knowledge of this type

of reaction.
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A Well, I had -~

Q' (interjecting) Had you seen some sort
of local reaction if the Vistaril came into contact with
subcutaneous tissue?

A That's correct.

Q As of August 1975, what was your under-
standing as to the nature of any locél reaction that might
- occur? | | |
| A 1 : Occasionaily;ta patieﬁg.will cohplain
in the localized érea, the site of the injection, of pain

and a swelling feeling of a lump that developed there.

Q What was your understanding as to the
severity of this reaction?

A Generaily, the swelling is limited. It
only last for a limited period of time. A short period of
time. Only a short period of time is involed. Days, perhaps
a week,

Q ‘Did you have any idea that a severe
necrotic reaction or a killing of the tissue, as happened

to Mrs, Jones, did you think that something like that could
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- come about as a result of using the Vistaril?

MR. BURKHOLDER: (interjecting) He has
already asked that two or three times. He is
leading the witness again. We have already heard
the answer,

.THE COURT: The objection is sustained.

Ask a question that requres a specific response.

" BY MR, HALEY: (continuing)

Q Dr. Thompson, what was your understandiné
as of August 18th -- what was your understanding on August
18th with respéct to the severity of a possible feaction
of the Vistaril coming.into contact with subcutaneous tissue?

MR, BURKHOLDER: (interjecting) He has
already asked that question and the witness has
already provided him with the answer.

THE COURT: Rephrase the '‘question.

MR, HALEY: I don't think I need to go
into any further.

BY MR. HALEY: (continuing)

Q Dr. Thompson, is there any scarring as

e Rl R RALT e T e S e i e ERoe e e e e
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a result of Mrs, Jones's wound or any residual effect to

Mrs. Jones's wound?

A Yes.
Q Describe that, please.
A Well, after the dead tissue was removed,

there was a large scooped-out area which was the open wound.

This did not £ill in. Something this large fills in to a

.certain extend. But, after everything was completed, and

after she had the skin gréft, and several months after that,

there is still a concave, a large hole ih hef right hip.

Her right buttock. B

Q . In your opinion, is that a permanent
disfigurement? . |
A " Yes, it is.
Q Dr. Thompson, do you still use Vistaril
for your patients? ‘ f
U A No.

Q When was the last time that you did use
it?

A The 18th of Ausust, 1975,




App. 93

FRANCES K. HALEY & ASSOCIATES
Court Reporters
Courthouse Building
Fredericksburg, Virginia 22401
Office: 371-5258 Home: 786-4780

R @G

10
11
12
13
14
15
16
17
18
19

20

21

direct - Thompson

Do you use a substitute for Vistaril?
Yes.

What do you use?

o > L

Peragan, generally.

MR. HALEY: That's all I have.

THE COURT: All right, sir.

CROSS EXAMINATION

BY MR. BURKHOLDER:

Q ~ Dr. Tbompéon, I think during one point
of your testimony you stated that Mrs. Jones was readmitted
for her gallbladder surgery, her wound on her right hip
didn't have any effect bn that surgery, did it?

A - It didn't have any effect as to what

was done during that éurgery or the outtomejof it.

Q The gallbladder surgery'was uneventful?
A That's correct.
Q " This type of surgery requires a certain

period of recuperation, does it not?
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A Yes.

Q I believe the last time that you saw
Mrs., Jones was in May of 1976, insofar as thé wound to
her right hip was concerned?

A That's correct.

Q At that time, did you determine that
although this was permanent, it would not effect ﬂer

- ability to get around and perform her activitiesf

A 4That was my'imprgssion.‘

Q | Dr. Thompson, you have the copy of the
medical record in front of you, and I would like to ask you
to refer to that and ask you to briefly go over that. First
of all, I would ask you to refer to the table there, and
I believeAthat that is the nurse's notes, are thef not?

A Yes.

Q Afe these notes that thJ nurses must
record when they administer an injection to a patient?

A ~That's correct.

'Q ‘Do you re;ognize the entry of August

17th, 1975, indicating that Mrs. Jones received an injection
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of Demerol and Vistaral intramuscularly?

A Yes.

Q It is true, is it not, sir, there is
no récord, to your knowledge, of any unusual or any reaction
or i1l effect as a result of this reaction?

A. That's correct.

Q . Looking to the. next page, this would

"be the nurses's record on the lstﬁ of August.

A Yes? |

Q The 18th of August, I beg your pardon,
do you not see.that Mrs.OJones received iwo injections of
Demerol and Vistaril? |

A Yes,

Q Now, the first injection that.she re-
ceived, if I read this correcfly, was given at 1:15 in the
morning?

A Yes.

Q .Now, as far as you know, based on.these
records, there was no unusual reaction, i1l effect or anything

like that from this injection, was there?
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A That's correct.

Q The injection that fe#ulted in the
complaint of pain, immediately at the time of injection,
was given at 2:55 p.m.; was it not? |

A Yes.

Q Now, that injection was given by
Elizabeﬁh Pronovost, was it not?

A | That's correct. -

Q " And, as.I'hnderstand your conversaiion
with Mrs. Jones, as soon as shé'reéeiQéd this injection,

she felt an immidiate sensation of pain?’

A That's my understanding, yes. That's my
recollection.

Q That is, in fact, reported?

A Yes.,

Q There is one other entrﬁ) looking about

three days later, on the 21st of August, 1975, three days
after this combination was injected, Mrs. Jones was again
injected with a combination of Demerol and Vistaril, was

she not, sir?
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A I'm sorry, I can't read the copy.
MR. BURKHOLDER: May I épproach the
witness, Your Honor?

THE COURT: You may.

BY MR. BURKHOLDER: (continuing)

Q What does that refer to?
A Ygs,.it says: I.M. medicine given in
the arm. ‘ |
- Q ' This refers to éﬁ injection of Demerol

and Vistaril, does it not?
A ~ Correct.

Q Based on your examination and your

knowledge of these medical fecords of this case, there was

no complaint of pain or any problem with this injéction of

|

Q' And, all of these .injections,  doctor,

Demerol and Vistaril, was there?

A ' That'!s correct.

were given according to your prescription?
A That's correct.

Q Let's look at one other entry, would you
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please, referring to your debridement procedure on the
4th of September,1975, this is a result of your notes that
you dicated as a result of your éperation on Mr, Jones?
A Thag's correct.
Q And in these n§te§ you described how
you excised the dead tissue from the wound site?
A That's correct.
. ' ". Q ' And, this is a note, doctor, in.which
you state that after you excised all of the dead tissue,
| you wefe éble to obsetve.what you thought was viable tissue
in the wound site? -
A . Yes.
Q Now, doctof; do you recall testifying
- in your deposition, that after all of these debridement
rpocedures were com?leted and after you.had excised}the
necrotic or dead tissue, you were still ale to see viable
sﬁbcutaneous tissue in the wound site?
A That's correct,
Q ‘.And that means, doctor, and, correct

me if I am wrong, during no' time did this wound extend or
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expose that line on top of the muscle called the fascia?
A That‘s correct also,.
Q | At no time did}this wound extend down
deep enough that .the muscle was involved?
A Correct.
"Q . | Now, doctor, you had had as of the
18th of August, 1975, when you prescribed fhe Vistaril,

“you had had a lot of experience with the drug, had you not?
, A, " Yes.

10 ‘ - .

Q And, you did not have any problems with
1

" the drug up to the 18th of August, had you?
12

A A That's corrects:
13 .

RS ED

Q And, this was, and I don't want to push
14

you too far, this was the only preséription drug that you
15

used as a surgeon to relieve pain and anxiety?
16 :

; A That's correct.
1

" Q There is no question, doctor, is there

0 that as of the 18th of August, 1975, that you were familar

- with the package insert which was right next to you?

21 A Yes,
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Q _ And, you knew back on the 18th of August,
1975, that under no circumstances'was an injection of
Vistaril to be put into sucutaneous tissue?

A That's correct.

Q And, you also understood, doctor, what
was supposed to be done when the Vistaril was used that
it should Be injected, and we are talking about the buttock
area, that it should be injeéted deep enough to go through
the fascia, go all the way through the subcutaneous tlssue;

go through the fasc1a and deep into the muscle, is that

" correct? o : -

A That's right.

Q Now; it is ;rue, is it not, doctor,
that you testified when we had the opportunity to éet.to-r
gether for your deﬁosition, that after this occurred, you
formed an opinion, you had decided in your mhpd that the
c;use of this problem was that the Vistaril and the Demerol
that was injected had been put completely into the subcutaneous
tissue? |

A - I had concluded that the Demerol and

wreva m e S e pien, we metws e, wewh e -, veme, wS g > e P Y
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the Vistaril, all or part of‘it, had cauSed the problem in
the subcutaneous tissue.

Q And, the reason this caused the problen,
Dr. Thompson, as reported in your deposition, that this
probably caused the problem was that this injeétion was
completely plééed within the subcutaneous tissue and not
into the muscle?

A That's cofrect.

.Qk And, what you are basically géying
there, doctor, is that for whatever reason --

MR, ROBERTS: (interjecting) I don't
object to him using the deposition if he is going
to impeach the witne;s. The witness is agreeing
with his previous testimony.

MR. BURKHOLDER: I am trying to cross
examine this witness. 1

THE COURT: Just ask him without the
transcript unless you need to impeach him. Test

‘his memory.
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BY MR. BURKHOLDER: (continuing)

Q And, what you have just told me, Dr.
Thompson, is that after your examination of Mrs. Jones you
decided that for whatefer reason, that this combination
of Vistaril ahd Demerol had been injected by the nurse not
where it was supposed to have gone, but that it had been
injected into the subcutaneous tissue, is that correct?

A I concluded that the combination of
the drugs, all or part of it, ha& gotten into the subcutaneous
tissue, that's ¢ofrect. ' B

Q : Thank ‘you &octor. And, do you also
feel that if the drug had been injected into the muscle,
where it should have gone and where the other three injections
must have been, thaf she would not have had any pfoblem?

A That's correct.

Q Dr. Thompson, would it de fair to say
tﬁat all drugs contain a potential for causing serious
and severe problems if they are not used in accordance with
the instruction con&ained in the package insert?

A Yes.
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r_. Q Would it also be fair to say, doctor,
that you, as the prescribing physician, rely not only on
ihe package insert whén prescribing drugs, but, obviously,
rely also on your medical experience obtained in medical
school and on the job?

r_ A That's correct.

| 'Q | Now,.you had not had aanfirst-hand
experiénce wifh any reaction of'any sort with Vistaril at
the time of the injection, haa you, sir? |
A Not specifically that I can recall per
patient name. | o
Q - But, you had heard, had you not, Dr.
Thompson, and I don't mean from'some other doctor that you
had spoken to at Méry'Washington Hospital, but as a result
of either medical school or reading publications, by word of
mouth or otherwise, you had heard of reported irritations
to the subcutaneous tissue when the Vistaril was not put in
the right spot?
| A That's true.

Q And, you knew when prescribing this drug,
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Dr. Thompson, that this one of the drugs, one of a number of
drugs, that could cause some sort of problem if it got into
subcutaneous tissue and didn't get into the muscle, didn't
you?
A That's correct.
Q Although you had not seen it, you didn't
have any direct experience with it, is it not also true
- that you were aware; froﬁ any source whétsoever, that
tissue necrosis could result if the Vistaril inadvertently'
was injected into the subcutaneous tissue? |
L_. A'."Yes.' . “J
‘ MR. BURKHOLDER: Thank you very much,
doctor. . |
' THE COURT: Do you have anything on
redirect?
MR. HALEY: We have no erther questions,
THE COURT: Is there any reason to keep
. the doctor? |
MR. HALEY: No, Your Honor.

MR. BURKHOLDER: None.
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THE COURT: All right, sir, you may be

excused.

WITNESS STOOD ASIDE
THE COURT: All right, call your next
witness.

MR, HALEY: Dr. Peter Smith.

PETER R. SMITH, M.D., a

witness, being called for examination by counsel
for the plaintiff, first being duly sworn, testified

as follows:

DIRBCT EXAMINATION ' 1
BY MR. HALEY:

Q - Dr. Smith, please state your full name
and occupation, sir.

A Dr. Peter R. Smith, physician.
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Q Do you have a medical specialty?
A Yes, I am boarded in internal medicine
and in Allergy immunology.
Q Where do you practice medicine?
A "~ I practice medicine at the Pratt Clinic,
Limited, in Fredericksburg; Virginia. |
Q Are you also a nember of the staff
.at Mary'Washington Hospital?
A Yes, I am chief of fhe.medicél staff’
at Marf Washington Hospital. | |
Q : | Would'you describe your educational
background, and particularly with attention to your medical
training?
A ' I was graduated from the Univefsity of
Rochester, Rochester; Mew York in 1965._Fbllowing tﬁis,
I went to Case Western University in ClevelJnd, where I
sﬁent five years with a straight medical internship. I had
three years of internal medicine, residency at Case Western
Reserve, and a year‘and a half of allergy immunology

fellowship. Following this, I was head of the Allergy
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Department at the Bethesda Naval Hospital, serving there for
two years, and following that, in the summer of 1972, I
came to Fredericksburg and have been here since.

Q How long have you been on the staff of
Mary Washington Hospital?

A Since coming to Fredericksburg in June
or July of 1972. | |

Q Did you have occasion to see Mrs. Lottie
Jones in August or Sépteﬁber of 1975?

A © Yes, 1 did.

Q_; _ Could you tell us how you came to see
Mrs; Jones?

A I was asked to see Mrs. Jones on consultat
on August 22, 1975, I was asked by Dr. Thompson, who was
her attending physician and surgeon at that time,

Q Would you describe #hatjyou saw when you
examined Mrs. Jones? '

A I was agked to see Mrs., Jones to give
my opinion régardiné_the cause or ideology of a lesion that

was present on her right battuck or hip. Excuse me, do you

io:
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1
G want me to describe the lesion or go into the history?
2
Q Describe the lesion.
3 .
A All right. I saw Mrs. Jones on, I believe
4
-~ _
in the afternoon of August 22nd, and at that time the
) .
lesion was approximately five to seven inches in size and
6 .
(E}% consisted of separate lesions, several of which were
) " :
hemorrhagic or blood filled with bullae or blisters. These
8
(::) blisters varied in size from several centimeters to --
. 9 ’ - » .
I or one and a half inches to three or four inches. Several
10 - ' , : :
' ' of the blisters had ruptured, leaving an area of erythematous
11 - : .
: basis, which means that there was redness and the area
12
M ’ o 3 * - * . ] 3
XE?Z was hard, indicating swelling beneath the skin, and indicating
13 .
_ that there was some inflamation extending beneath the skin.
14
There was no sign of secondary inflamation, no sign of pus.
=y . 18
The patient, at that time
16 _
. was running a low grade fever since her aquttance to the
- " hospital. There was no increase in her temperature.
1 Q In your investigation, did you reach
20 any conclusion as to the cause of this problem?
-~ :

A There was no specific investigation
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conducted. It was a mattef of examination, primarily, and
then determining from my examination and review of the
records, in terms of medication received, and then make
the determination how I felt the lesion came about.

There were no spécific tests
that could be run in the lab that would help in making
a decision i this regard.

Q _' - Do you retall calling the drug company,

A ~ Yes, I do. On'seeing the patient and
taking the'history and reviewing the recbrd, it was apparent
that the patient, on the 18th of August, received an injection
of a combinétion of Demerol, 75 mg and Vistaril, 50 mg.

She had received injections of the same combination prior to
the injection in question, and had received an injection
since the injection in question. It was my feeling that the
lesion that I examined was related in some way to the
injection that she had received. I did not know in what way
it was related. I was not sure of a clear cause or ideology

or whether it represented toxic cause.
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I then contacted, that after-
noon, Pfizer Drug Company and talked to Dr. Walmsley on
their staff, who is their physician representive, and
discussed the case with her.
Q What was the substance of that conversatio
A , As I recall, the history was presented,
the fact that the pétient had received an injection of
_a combination of Demerol and Vistaril, had received prior.
ones and one sinée. That there was a leéion, and I described
that. At that;timé, she, Dr. Walmsley, asked as to the
technidue of injection. Dr. Walmsley in fact asked whether
the Z-tract had been used. I was familar with the Z-tract
technique. At that time, I tolé Dr. Walmsley that I was unsure

~as to whether or not it had been used.:

We then continued the conversation

and Dr. Walmsley added that she had, indeed,lin her files,

sévéral reports of toxic, necrotic reactions which occurred
when the Vistaril had inadvertently been injected into the

subcutaneous tissue; Whether this occurred by leak-back

or direct injection was not made clear. In the cases reported,
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she mentioned to me that it was her feeling, her impression
that -- it was my impression --
MR. PAGE: (interjecting) I object to
him testifying about the impression that he got.
I don't think that hé is entitled to festify about
his impression. He can tell what Dr. Walmsley said.
THE COURT: The objection is sustained.

Just testify as to what she told you.

THE WITNESS: As I recall, she told me
that the Vistaril was most likely the cause of
the reaction in question andAit probably came
from inadvertently injection the material, Vistafil,
into the subcutaneous tissue. And that, in essence,

was the substance of the conversation at the time.

B¥ MR, HALEY: (continuing) | 1
. Q I show you a letter and ask you if this
is a copy.of a letter that you received?
A Yes. This is a letter from the Pfizer

lab. New. York, New York, dated August 29th, 197S.
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To whom is the letter addressed?
A Thelletter is addressed to me from
Dr. Walmsley. |
Q Is this a‘copy of a letter.that you
actually received?

A : Yes, it is.

MR. HALEY: I tender this VasAplaintiff's
exhibit five. -
NOTE: The previously referred
to document is now being marked and filed by the

Clerk of Court as PLAINTIFF'S EXHIBIT NUMBER FIVE.

BY MR, HALEY: (continuing)

Q Dr. Smith, let me show you pléintiff's
exhibit one which is a Pfizer package insertjthat accompanied
the pack of Vistaril that was used for this particular
injection in question of August 18th, 1975, and ask you to
review that for a moment, sir.

| NOTE: The previously referred

to document is now being handed to the witness.
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BY MR, UALLY: (continuing)

Q Br. Smith, wiat is your cpinion 28 to
the sufficiency of the warning in the packaege insart?

A Regarding what? Just susiicient warning

or regarding any potential side effects or anything --

MR. PAGE: If he is able to renhrase
the question, maybe ‘the doctor can respond to it.

THE CCURT: Make your question more

specific.

BY #R. HALEY: (continuing)
Q Do you feel that the warning therein

contained is adequate or not so to enable you, the phy ician,

to make a determination as to wiwether you shonld use tuals
drug with a puarticular patient?

A 1 think that there is a ﬁeed for more
information, and this particular revised shest of August

137C¢, my feeling is that therec is not sufficient regardi:
the potential danger regarding -- in terms of what kind of

reaction could follew if the drum is not injected into the

e s e - S ot bt e, b



App. 114

FRANCES K. MHALEY & ASSOCIATES:
Court Reporters
Courthouse Building
Fredericksburg, Virginia 22401
Office: 371-5258 Home: 786-4780

LI D ED

10

11

12

13

14

15

" 16

1

18

19

21

direct - Smith

‘muscle, if the drug should come into contact with subgutaneous
tissue, either by way of leak-back or othewise. There is
mention that it should by given intramuscularly, no mention
as to why.

Secondly, I think that there
should be a special warning regarding obese patients. It

is virtually impossible, in may cases, to get intramuscular

-medication into the muscle in certain patients. They made

no mention that that precaution be taken in use of this
drug for obese patients. | K
nguess that that is about
all the information that.I feel is deficient.
Q ‘Now, do you presently use the drug

Vistaril for your patients?

A I do.

Q Would you tell Qs under Lhat circumstances
you do?

A I use Vistaril, primarily, by mouth in

using the antihistaminic properties, meaning antiallergic

to histamines, relieving itching due to hives, occasionally
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for sedation for a patient who is sensitive to narcotic.:
type drugs. I use it primarily in that regard, I do not
use it by I.M. p;escripfion, intramuscularly at this point
unless I feel that the patient can not use or take the
other drugsAthat I use. There are other drugs that can be
used.

MR, HALEY: Your witness,

CRdSS EXAMINATION
BY MR. FAGE:

Q , Now,'Dr. Smith, I am-particularly
interested in your last answer. Perhaps it would be best
to go over some material in the medical records. As I under-
stand it, there is some warning in the package insert, which
I believe is plaintiff's exhibit one, that would draw attentio
to the person who is injecting Vistaril; butjas I understand
vyéur testimony, Specialhcare should be taken with obese
patients, is that correct?

A ‘That is correct.

Q Now, you would conceive, would you not,

if the nurse who injected that Vistaril was already aware
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of that facf and so testified, that wouldn't make any
difference, would it?

A Would you rephrase your question?

Q Yes, I will. You would concede, would
you not, that you wouldn't need the warning with a nurse
who has already used‘extra care in placing the injection
intramuscularly into an obese patient, that extra care
has to be taken in injebting'Vistaril Inﬁramuscular Solution

.in;o an'obgse‘patient?

A I think that there should be something
in that circular as a reminder to anyone who injects the
drug. I think that that warning should be there.

Q Doctor, I t;ke'it that you are on the
staff at Mary Washington Hospital?

A Yes.

Q Do you know how familar Fhe nurse who
'iﬁjected the Vistaril into Mrs. Jones on the.18th of August,
1975, was , how familar she was with injecting drugs intra-
musculariy, not only Vistaril but also other intramuscular

drugs?
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A I do not know how familar she was, no,

Q | But, you do know that a nurse who is
familar with that procedure does not read the insert each
time that she makes an injectiong, don't you?

A No, she does not.

Q My question is: Once the nurse'understands
it, that extra care should be faken in injecting intra-
muscular solutions, iﬁciuding Vistaril, into obese patients,
putting it into the package insert is not going to make
any difference,.will it? . _

A : I think thai it will help. The first
time that she gives the Vistaril, she wouldn't know.

Q Let us focu; on this particular injection.
I would like for you to assume, first, that there is testimony
that she was familar with injecting Vistaril and other
intramuscular solutions, that she did in facJ use extra care -
tﬁat she did in fact knew that extra care had to be taken
when injecting an obese patient, can you assume those facts?

A If she in fact said that, I can assume

it.
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Q Given those circumstances, you would
agree, would you not, that it is not necessary to have
that warning in the package insert fof that nurse with
respect to that injectioﬁ, wouldn't you?

A If she is familar with the technique
of given the injection, asSuming that she understands

what the consequenses are, with the full realization that

.the kind of reaction that we are discussing could occur.

I am not so sure that the nurse in queétion could have
fully‘understood this. I don't know this. '

Q - "~ But, you don't know that. And, if you
will assume for a minute with me that she did understand
that, understand that extra car; or particular caré had
to be taken when injecting an obese patient, you would agree,
would you not, that you did not have to say to that nurse

that particular care in injecting an obese thlent had to
be taken?

A In working in a hospital ward, you are
absolutely correct.-You cannot warn about every drug and

every possible complication.
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Q

like to, if I could, get into the record more about your
profession. As I understand your practice, your specialty

is allergies, is that correct?

A

Q

.medicine.

A

- Q

you saw the piaintiff on the 22nd of August of 1975, is

that correct?

A

Q

is the only time that you saw the patient infthat consultation

basis, is that ceorrect?

A

follow-up. In terms of consultation, that was the only visit.

Q

one time?

Thank you, doctor. Now, doctor, I wduld

Yes, that is correct.
But, you practice general medicine?

I am a general practitioner in internal
Do you do surgery?

No, I do not.

And, as I also understand the testimony,

That is correct.

And, it is my understanding that that

I did see the patient on an informal

But, you saw her as a physician only
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A That is correct.

Q And, at the time that you called Dr;
Walmsley, you had only seen the patient once, is that correct?

A That's correct.

Q And, at that time you could not be sure

that a necrosis had in fact occurred.

A No, I could not.
. Q . You didn't tell Dr. Walmsley that a

necrosis had occurred?

A I don't recall.'
y Q ~You don't recall that you did?
A I don't recall that I did.
Q I believe that you have already testified

that it was your opinion that Mrs. Jones's probleﬁ was re-

lated to an injection of a combination of Demerol and

Vistaril, it that right? . j
| A That is right.
Q Now, do you recall, without reviewing

the records, the amount of these dosages?
A As I recall, it was 75 mg of Demerol and

50 mg of Vistaril.

T ISR ASERIRTTTTT TT T L4 Ll LS
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Q | Demerol and then Vistaril?

A That is correct.
Q And, these two drugs are administered

or combined in one syringe?

A That is correct.

Q And, that was your understanding of
how is was given to this patient?

A That ié my understanding.

Q I think that you have also testified
;hat you believe that Vistaril Intramuscular Solution is
a viable agent for preoperative medication to go along
with a nar;otic because it allows ybu to reduce the amount

of the narcotic and for a number of other reasons?

A 2 Yes.
Q You would agree with that, would you
not? ' | j
) A Yes. |
Q You are alsq aware, are you not, that over

fifty million doses of Vistaril have been injected into
patients all around the United States in the last eighteen

years?
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A I assume there has been.

Q Many, many doses of Vistaril have injected
here in Fredericksburg at Mary Washington Hospital since
you have been here, isn't that correct?

A That is correct.

Q Have you seen any other instances of
tissue necrosis resulting from Vistaril since you have
_been here? . |
| | A i No, I have not.
Q You also knew; did you not, -that éribr
to the time that the Demerol and Vistaril was injected into
Mrs. Jones on the.18th‘of August, 1975, at 2:55 p.m., that
she had received two other inje;tions of tﬁe combination of
Demerol and Vistaril,FSO"mg of Vistaril and 75 mg of Demerol,
did you not?.

A Yes, she had. | j

Q And, are you aware that.there had been
no adverse reaction or problem relating to those dosages?

A "1 am aware..of that.

Q - Are you also aware that subsequent to
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the injection that is the complaint in this case, Mrs. Jones
in fact received a fourty injection of Demerol and Vistaril
from which there was no reaction or ill effect, isn't that
corre;t? |
A That is correct.
Q Now, I think that you have also previously
téétified, and correct me if I'm wrong, that you believe
* that it is impossible to givé.an gpinion as to whether or
not Mrs. Jénes‘s prdblem resulted from an injpction,into
fhe muscle and then leaked back er from an injection into
the subcutaneous tissue, which is in effect between the

skin and the muscle, is that correct?

A I have so testified.
Q That is your opinion today, is it not?

A That is my opinion today.

| MR, PAGE: I wonder if I!could have
exhibit one, please. May I approach the witness,
Your Honor?

THE COURT: You may.
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BY MR. PAGE: (continuing)

Q You will see on this package insert
that there are a number of notations that are called to
the doctor's attention. first of all, would you read the
top three lines beginning with Vistaril --

A (interjecting) Yes. It says that it
should be used intramuscularly.

Q '; What does it tell you about Vistaril

and where it is suppose to:go?

A It implies that it is to used intra-
muscularly. . -
Q It . says that it is to be used that way

under all circumstances, is that correct?

A That is correct.

Q And, that is in writing at the tep in
big bold black print? o |
'. A Yes.

Q Now,lsomething that has been bothering

me a little bit, I don't really know, doctor, I am not an

expert in how our body is layed out, and probably bothers
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the jury as well, I would like for you, if you could, walk
in front of the jury and on my yellow paper, sketch out
for them the hip area as though you look at it from a
cross section, and tell ﬁs what you mean by skin, subcutaneous
tissue, the fascia and the muscle. Would you do that for me?
A You want the skin, the subcutaneous
tissue, the fascia anﬁ the muscle?
Q : That's right.
NOTE? The witness now approaches
tﬁe jﬁry.and appears.to be dréwing.
BY MR. PAGE: (continuing)
Q Doctor, I note that you abbreviated
subcutaneous tissue, the fatty Eissue, I would like for you
to write that out so that when people read this in the
future, they will know what we are talking about.
| NOTE: The witﬁess néw appears
to be writing. |
BY MR, PAGE: (continuing)
Q . Before you explain this to the jury, I
would like for you to sign your name in the right hand corner,

if you would.
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be writing.
MR. PAGE:

into evidence, Your

NOTE: Witness now appears to

I am going to introduce this

Honor. If I could, I ﬁould

like to have this diagrém that the doctor just

drew introduced into evidence. If I'could, I would

like to have my pad

back.

- MR. ROBERTS: You can have your pad back.

THE COURT:

' Any objections?

' MR, ROBERTS: No objections.

THE COURT:

admitted.

It will be so marked and

NOTE: The previously referred

to document is now being marked and filed by the

Clerk of Court as DEFENDANT'S EXHIBIT NUMBER ONE.

BY MR, PAGE: (continuing)

!

Q Now, doctor, I would like for you, if

you would, take defendant's exhibit one and stand before

the jury and explain to them where the muscle is, where

the subcutaneous tissue is, and where the skin is that
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covers the subcutaneous tissue, and where the fascia is.
NOTE: Witness now approaches
the jury;

THE WITNESS: This is the hip as the
patient would by laying on the side. This elevation
is the skin. The skin being the first layer. Now,
if one were to give an intramuscular injection,
one has to go through the skin, right hére, through
the subcutaneous tissue, right here, thfough the
fascia, right here, into the muscle, rigﬁt here,
(witness indicating) The fascia is what covers
the muscle, Tﬁe injection would have to go into
the body of the muscie, which is indicated by the
striped area.

BY MR. PAGE: (continuing)

Q Before you sit down, sojthat I am clear
as to where the needle would go in this diagram, you put
the needle first through the skin?

A That is correct.

Q Then through the sucutaneous or fatty
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tissue as you have labeled it here on this, then into and
through the fascia on inpo the muscle, is that correct?

A That is correct.

Q And, as I understand it, with Vistaril
Intramuscular Solution, you push the needle down into the
fatty tissue, down into the fascia and then deep into the
muscle as you inject the material, is that correct?

A That is correct.

Q 1 tﬁink that that fakés care of my
exhibit number one.‘If yﬁﬁ will pass thét around to the jur??
Then I will resume my examination, doctor.

NOTE: The witness returns

to the witness stand..The exhibit is now being

passed to the jury.
BY MR. PAGE: (continuing)

Q Now, doctor, returning a&ain to plaintiff’
e;hibit number one, the package insert for Vistaril Intra-
muscular Solution, I would like for you to look down at the
third category, again in big bold black print, where is says

"Contraindications", and ask you what contraindications

Ur
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means, what your understanding is as to Qhat it means?

A To mean that these are indications
under which the drug should not be used. B

Q ' Now, I would like for you to read to
the jury -- Do you understand, first of all, that Vistaril
is the tradename for hydroxyzine hydrochloride?

- A I do.

Q Now, I would like for you to read the
first contraindication that you see on that'package insert
which is plaintiff's exhibit number one, to the jury.

A . "Hydroxzine hydroéhléride intramuscular
solution is intended only for intramuscular administration
apd should not, under any curcuﬁstances, be injected
subcutaneously, intra-arterially or intravenously{"

Q What do you understand this to mean when
it says that it should not, under any circu#stances.be in-
jected subcutaneously?

A I understand it to mean that the drug
should not be injected subcutaneously.

Q And, that means that it should not be

L e Re IR SRgTREE oame. toes -
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injected into the area that you have described as subcutaneous
or fatty tissue?

A That is correct.

Q And, és I understand your testimony,

you have used Vistaril Intramuscular Solution from time to

time on your own patients?

A Yes,'I have.
Q . And, you are familar with the package
insert?
| A Yes.
Q - You are familar enough to know that itv

says not to inject it or it should not be injected into
subcutaneous tissue. |

A Yes.

Q #And, you knew prior to August the 18th,
1975, that under no circumstances shoul& thé Vistaril be
iﬁjected subcutaneously, did you not?

A I did.

Q ' Now, the next large headiqg on this
package.insert is entitled "Precautions". Would you read

that for the record?
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cross - Smith

A Are you speaking of this? (indicating)
Q I am talking about the large heading

after "Contraindications'. What is the next large heading?

A "Precautions'.

Q What does precaution mean to you as a
physician?

A To me it would mean that special care

should be given under certain circumstances, depending

Q And, as you continue on the second ;
page of -- or the back of plaintiff's exhibit number one,
the package insert for Vistaril Intramuscular Soluticn, and

you come down to the third paragraph, what do you see there

A "As with all intramuscular pfeparations,
Vistaril Intramuscular Solution should be idjected well
Qithin the body of a felatively large musclé.?

Q That would mean to you that extra care
should be taken whén given an injection of Vistaril to insure
that it gets dircctly into the body of a relatively large

muscle?

e L e mALamcdRier g e Db
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A As with all I.M. solutions, yes.
Q And, as you said, I believe, to you
that means that extra care should be given?
A Yes.,
MR. PAGE: Again, Your Honor; I would
be more than‘happy to pass this to the jury, but

perhaps it would be better to wait until the

. | jury goes to the juryroom.

 THE COURT: It is too distracting no&;
. MR. PAGE: Very wéll, Your Honor.

I wonder if I coﬁld have the lést exhibit that

was offered b} the plaintiff;.l believe that was

exhibit number five.
BY MR. PAGE: (continuing)

Q You have indicated to me, I think, that
it is impossible to form an opinion as to whither the
Vistaril that was injected into Mrs. Jones at 2:55 p.m. on
the 18th of August of 1975, was injected subcutaneously or
into the mﬁscle, is that correct?.

A That is correct.
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Q Directly into the muscle or into the

subcutaneous tissue?
| A . That is correct.
Q Would you be able to assume with me
for just a moment that if the Vistaril was injected directly
into the subcutaneous tissue, it would not have made any

difference whether or not the warning that you spoke about

Il-would have been contained in the package insert, it would

not have made any differencef
. A Would you rephrase the question?

Q ' If you would aSsume,‘pléase, that the
Vistaril and the Demerol that had been injected into Mrs.
Jongs at 2:55 p.m. on the 18th ;f August of 1975, was in
~fact injected subcutaneously, into the area of the'fatty
tissue, it would noﬁ have made any difference whether you
u§ed the Z-tract technique or not? ‘

A Well, that is a different question.
Yes, if the Z-tract.method had been used and the injection

was given into the subcutaneous tissue, you would get a

reaction.
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Q Thank you. My question was that it would
not make any difference what technique is used if in fact
you put it into the subcutaneous tissue instead of into
the muscle, is that correct?

A - That is correct.

.Q ' Mr. Roberts has introduced this letter,
and I would like for you to read the third paragraph in
.thét letfer, the letter from Dr. Walmsley to you, dated‘
August 29th, 1975, which is plaintiff's exhibit number .
five. | | |

A. "Sinﬁe'we are required to obtain as
much information as possible concerning adverse reactions
associated with our prbduct; if'you could complgte the
product experience.form, and'pfOVide us with that information,
we will be able to record a detailed report of the reaction
to the Vistaril. That information, of coursejis confident.
Piease keep a copy for your file and provide us with a copy
for ours.”

Q .Did you in fact make such a report and

return it to Dr. Walmsley?
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I could not recall.
You don't know whether you did or not?

That is correct.

ol

I would like, Dr. Smith --

MR. PAGE: Judge, I would like to tender
the medical records of Mrs. Jones into evidence.
The records that were stupulated to be the actual
mediéal record§ of Mrs. Jones, I wouid‘like to
tender these as defendant's exhibit number two.

MR. ROBERTS: I thought that they had
already been admitted. |

TﬁE COURT: Actually, not. They will

be marked and filed as defendant's exhibit number
two. They have been stipulated to.

MR. ROBERTS: The bill shpuld be likewise.

MR. PAGE: These are our exhibits. You
can tender the bill yourself, if you want to.

~MR. ROBERTS: All right.

'THE COURT: They will be marked as

defendant's exhibit number two.
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NOTE: The previousiy referred
to documents are now being marked and filed by

the Clerk of Court as DEFENDANT'S EXHIBIT NUMBER

TWO.

BY MR. PAGE: (continuing)

»Q ' Dr. Smith, I am going to offer to you
what has been marked as defendant s- exhibit number two, and
ask you, if you would, Dr. Smith, turn to what has been
tahled as your coﬁSultation rebort on Lotﬁie Jones.

‘ NOTE; A documents is now

being handed to the witness.

BY MR. PAGE: (continuing)

Q . Do you have that now?
A | Yes.
Q Does this report reflec{, doctor,what

in effect you wrote as a result of your professional con-
sultation with Mrs. Jones?
A It does.

Q And, I take it that when you said that
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you went in to sce her that you in fact were with her, is

that right?

A That is right.

Q What is the date of this report?

A August 22nd, 1975.

Q That is four days after the combiraticn

of Demerol and Vistaril was injected that is the complaint
-of this particular litigation, is that right?

A . That'is correct.

Q | This is before you actually talk with
Dr. Walmsley, is that correct?

A I believe that I saw Mrs. Jones, called
Dr. Walmsley and came back and %rote the report.

Q You had seen Mrs, Jones before veou
wrote this, and you talked with Dr. Walmsley, taat being
your best recollection, before you wrote thﬂg?

A That is correct.

Q _Looking at the secon scntence in tic
report, you wrote that she experienced pain immcdiately

at the time of the injection. Is that what you wrote?

e e e R e e
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A That is what I wrote;

Q To your best recollection, is that what
she told you when you came in to consult with her with
respect to the injury thét she complained of?

A That is correct. |

Did you write this as a quote from her?

A I don't recall. I used that as my under-

_ standing.

'Q | On thé‘same day that you were called
fo cdnsﬁlt and.examiﬁe hér,'fhere was another doctor wﬁo
went with you, wasn't there?

A Did not go with me. I think that Dr.

Schwartz, a dermatologist, was consulted regarding his

opinion.
Q - Do you know whethef or not he was?
A I believe he was, yés. j
Q. And, finally, doctor, yéu have been called

today as an expert witness to give testimony regarding the
package insert, were you paid for your testimony?

A Yes.

* % %

3.
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[LOTTIE MINOR JONES, the Plaintiff, being called for

examination by counsel for the plaintiff, first

being duly sworn, testified as follows:]

% % *
Q Where was the injection administered?
A In my right hip.
Q Did you make any complaint to the nurse

who gave you the injection?

A No. I did not know wh?t to do, I began to
cry. '

Q What transpired next?

A The nurse came around right at the end

of changing nurses, and asked me what in the world happened
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to my hip. I showed it to her. And it had begun to turn
blue or red. The muscle cramps were so severe, I could

hardly bear it, and the burning sensation.

Q When did this pain start?
A Soon after the shot.
Q What do you mean by "soon"?
A As Sbon as fhe shof was over: The nurse

_left, and the paing begén.

Q " When did you next see a doctor with
;egard to’yoﬁr right hip? |

A : The next: morning. But, the nurse
contacted a doctor; and immediately, ice was ﬁut on my hip.

Q - Now, I want.you to look at these pictures
-which have already been introduced as a plaintiff's exhibit,
do you knoﬁ who took those pictures?

A My husband. o B j

Q As you recall, it was the next morning
that you saw a doctor?

A : 'Yes.

Q Was-that Dr, Thompson?
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A Yes.

Q How did your hip area feel then, and
wﬁat sort of treatment did you undergo, if any?

A Well, at that time I had ice packs to it,

and after he came, it was changed and some heat was added

“to the area.

Q o Did it get better or did it get-.worse?
. A -Worse,'much QOrSe.

Q f In what way?j |

A Well, it begén to get black. It began

to blister. It was painful. I could hardly bear for the

compresses. If they even touched in any way, it was just

unbearable.

Q Was anything unusual done with.regard
to treating this wouﬁd or with regard to your reaction to
the injection that you had received? j

A Well, Dr. Thompson finally told me that
my tissue had died. That it had to be removed.

Q "~ What did Dr. Thompson do to treat this

wound?
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A Well, after he found out what he had to
do, he had to go even further and remove more tissue.
Q - Did you continue to have problems with

your gallbladder?

A " No, I was put on a very strict diet, and
I didn't have any pain from the gallbladder.

.Q Were you placed in a special room at

.the hospital or anything like that?

| A Yes, ;hat was after my operation on
my hip.
Q - Which operation are you talking about?
A I'm talking aboﬁt whenAhe‘removed the

tissue. The dead tissue.

Q The first time?
A ' Yes.
Q And, what was your experﬁence in that

room like?

A Horrible.
Why?
A I didn't see anybody, only the nurses.
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I couldn't even have the nurse's aid get me to bring me

a drink of water --

* * %
* % %
BY MR. HALEY: (continuing)
Q Please go ahead.
A Well, the gray ladies that come around

and bring you drinks and little extras that you look forward

to, they had to pass my room ecach time, bﬁcause.thc gray

ladies were not able to come into my room. The only way

that I would get something cxtra would be if my husband would

bring it to me. You know, whatever type of drink I was

allowed to have, and then the nurses would see to it that
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I had a pitcher of ice and cups, ard I would fix ny cwn
drinks. I wasn't able to get any magazines of tic carts
that come around, becruse I wes not able te o cut cf oy
room and thiey could not come into my room. iy mail was
delievered, if a nurse was not available or around, thay
would slide under the door in my room and I was a bed patient.
I couldn't get my mail. I would have to ring and wait for
a nur;e to come and give me my mail.

Q | Tell the members of the jufy what'tﬂis
debridement procedure Qas like. |

A Yes, --

Q (interjecting) The first operation that

you told us about.

A You mean cach time in my roou?
Q Yes.
A Well, each time he came hnto my room

and Dr. Thompson had to trim the debris. Before he started,
there was a certain type of odor that you get when your
skin begins to die. It's an odor that comcs from wy body.

It really belonged to my body. It was long befove I reallied

i
|
|
|
!
i
!
1
|
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that it was my own body that that odor came from.
Q Describe that odor.

A Well, if you ever smélled anything that
is dead, that's.all I can say. The odor was the worst part
of it. My body was warm, that kept the odor even stronger,
I guess. That was that way every time he had to trim. He
would give me somethiﬂg but not much. Because each time
_he would trim I -would tell him thét it hurt so bad, and
then he would reallze that he was getting down to the 11ve
tlssue. Then they would wash it all the time. I guess it
was_hgrd to get all the dead tissue away:. And, then, I was
put in a whirlpool bath, and that really did not do the
work, but that really cleaned the area, and then soon after
that I got my skin graft.

Q How many debrldement procedures did you

have? How many times did he have to trlm? J

A It was four by the bedside.

Q You were awake during all of this?
A 'I was awake each time.

Q .How long would the operation take?
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A | Sometimes an hour, Sometimes longer.
It was perfecﬁly horrible. One time I got sick to my stomaﬁh.
The whole time, iﬁ.was pérfectly horrible,

Q When you got sick, did you get sick on
Dr. Thompson?

A - No, I had a pan that they kept for that

purpose.
: Q Was your wound bandaged or left open?
A It was an open-wound at all times. Some-

tlmés, just before the trlmmlng, it would almost be green
1ook1ng. Sometlmes I d1dn t know if they.could save my
leg or not. Sometimes I'got so afraid that nothing could
be done. Weeks on in I just wonéered if something could be
done. My prayers were answered. The skin graft was'performed.

Q There did come a ;ime when a skin
graft was performed? !

A Yes.

Q - .Where did they get the skin for the

skin graft?

" A My leg.
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Q Was that procedure'done in your room?

A No, I went to the operating room and
was given'an anesthetic.

Q Do you recal when you were finally

discharged from Mary Washington Hospital?

A I think it was October 22Znd.
- Q Now, --
A . (interjecting and confinuing)vDr.

.Thompson had planned to keep me. He was afraid to sent me

home. Finally; I told him that if he just let me go home,
I'd do anything. He was afraid that I might have another
gallbiadder attack, He gave me a special diet and I stuck
to that special diet, and I di& not have any attacks. I
went back on the 19th 6f November. That is when he wanted
me back for my gallbladder operation. | |
Q You were in the hospitaﬂ from August
16th, into September, and most of October, is that correct?
A Up to the 22nd of October when I went
home. I returned onvthe 19th of November, and was discharged

December 1lst.
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direct - L. Jones

- Q Would you describe the pain that you
initially had with the injection and during the hospitalizatioz
woqld you describe both degrees of pain that you experienced?

MR. PAGE: He should also ask if she

had any pain when she came to the hospital.

BY MR. HALEY: (continuing)
'VQ Did you suffer any pain during the time
" that you were in the hospital, tﬁat is to Say froﬁ August
the 16th.to the 22nd of October, 19757
| A Yes, Ilsuffered severly with my hip;
not from the géllbladder,iit was my hip..'
Q Whéﬂ, during this period, did you suffer?~
A | When the washed the wound. Each time
they ;leaned it, it was very painful. Each time he trimmed
it, it was very painful. ,
Q During the time it was lleaned, each time,
and it was trimmed, each time, did it hurt?
A . Oh; yes.
.Q | How bad?

A It just hurt. That's all 1 can say.

ds
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direct ; L. Jones.
1 :
Q Let me ask you this: Did the pain ever
2 go away?
3 o A At times it was less than other times.
' Q When you went home on the 22nd of October,
i did you have any -- Well, tell us about your experience while
i convalescing and before you came back for ybur operation.
' A Well, I went home, as I said, on a very,

10

11

12

13

14

15

16

17

18

.very strict diet. "I was to'kéep my wound clean. There was
:a type of salve that he gave-me'to put on the wound every
" day. ;‘really couldn't do my work. My meals were prepared
by my neighbors or by the church members or by my family,
He told he to walk around, but he didn't want me to do

any work.

Q ' Mrs, Jones, how did your hip effect,
if at all, how did it affect you after your gallbladder
surgery? | | j
| How do you mean ''effect me"?

How did it effect you?

How did it affect me?

Fo il BV~

Yes.

ey e e
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direct - L. Jones

A I couldn't -- Do you mean what wasn't I
able to do?

Q Yés.

A Well, I wasn't able to do any stooping.

I wasn't able to sleep on thét side. It affected my relation-
ship with my husband. |

Q - How diﬁbit affect your relationshié
_ﬁifh your‘husband? I ém,going to ask you to Be specific.

‘.A ' I.couldn't resuhe intefcourée, it was

August when I went into the hospital, and it was around
the first of Aprii before we actually even tried. And what
happens ét the time of intercourse, the spasms would go
into my hip every time I moved.{Every time that I moved at
all that would make the muscles cramp. That would ruin it
for my husband, andhwe would have to quit.

Q What problems are you ex%eriencing to
déte?

A The same thing. I still have muscle
cramps., I still havé pain in my hip in laying down. And

if it gets cold, I also have pain. When I try to stoop, it




App. 151

FRANCES K. HALEY & ASSOCIATES
Court Reporters
.Courthouse Building
Fredericksburg, Virginia 22401
Office: 371.5258 Home: 786-4780

R IDED

10

11

12

13

14

15

- 16

17

18

19

20°

direct - L. Jones

just folds in. If I walk for a certain lenght of time, it
doesn't bother me, but if I get tired, it starts to hurt
again, even when I sit down. I do my work at home according
how I feel. If I get overtired, it will act up.

Q How did the skin graft turn out?

A It was a ninety-five percent take.

Q How do you wear your clothes?

A | I can't wear anything tight. It irritates
Fhe area around the skin graft. There is a dent in there.

" Q " Would you stand up and come over in
front of the jﬁty and show them the indeﬁture‘through your
clothes?

ﬁbTB: The witness now leaves
the witness stand and steps in front of the jury.
THE WITNESS: I am fortunate to be able

to buy the type of clothing that will hide it.

.EVerything I buy has jackets. I buy all jacket

dresses.
MR. HALEY: Your Honor, Mrs., Jones has

brought a robe or a housecoat with her, we would
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direct - L. Jones

like for her to slip into that and show ‘the

jury how the wound actually appears today.
MR.PAGL: If it would suit the jury and

Mr. Haley,.we have no objection to Mrs. Jones

and the jury to go to the juryroom aﬁd expose the

wound. It certainly would be more private. We

have been going a little over two hours. Perhaps

. ' it would be appropriate to-take a short recess.

.THE COURT: All right, we:will do that.

Let.yhe jury take about five minutes to 1ook.at

that, and then we will take a short recess. We'll

ESRCASICR,
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take a total of ten minutes.
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I
CROSS EXAMINATION
: BY MR. PAGE:
’ Q slrs. Jones, I have tc ask you some
: questions. Please bear with me. First of all, when you
5 went on into the hospital in August of 1975, you were going
i there for a gallbladder attack?
! A That's right.
' - Q And, that attack occurred some nine
’ -days before you went into tﬁe hospital, as. I rec%ll your
; prior testimony?
’ A It was on the third one that I was taken
2 A
l to the hospital.
13 . _
Q In effect, once you got into the'hospital
14
and once this complaint in this particular trial occurred,
t5
the gallbladder problcem went away didn't it?
In
A The pain went away.
[}
0] As a result of that ycu were discharged
1]
. from the hospital on October the 22nd of 1975, and you re-
16
20 turned for the gallbladder surgery, didn't you?
; A It came back.

- B . R L
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cross - L. Jones

) ! , _
Q You don't contend, do you, that the
2 .
shot of Demerol and Vistaril had anything to do with the
3
- fact that you had to have the gallbladder operation, do you?

Before you came into contact with Demerol and Vistaril you

needed that operation, didn't you?

A It prolonged the operation.
Q I don't think it is in the record, it
might be in the medicél records, how tall are you?
| A ,> About féur foot four or six.’
Q Woul& it be fair go say that the fair
average would be four five?
A I1'11 agfee wifh that.

Q Could you tell us what your weight was

at the time that you went into the hospital in August of

19757
A Approximately what it is £°w'
Q Which is?
A One hundred and eigthy-seven popnds.
Q Now, I take it while you were in the

hospital, I take it that all the people that gave you
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‘cross - L. Jones

" all of your injections of Demerol and Vistaril and all of

employee of Pfizer's at the hospital that injected any shot

the other drugs, were employees of the hospital, is that
correct?
A As far as I know,

0 You don't contend that thcre was any

into you, do vou?

A No.

Q | Now, I believe that you testified pré—
viously that you received an injection for pain on the
17th of August of 1975, and on the morning, early morning
of the 18th of August, for pain, is that correct?

A That was iﬁ the evening.

Q The medical records reflect that you
got an injection of the same material on the 17th, and that
you got at 1:15 a.m., which is the carly morninvjof August
18th another injection before you got the shot tﬂat you are
complaining of. Now, my question is: Did they in fact help

your pain ijrom the gallbladder?

A . I'm sure they did.
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cross - L. Jones

Q And, 1in fact, thése prior injections
have not caused you any particular pain when they were
injected, have they?

A . No.

Q Now, do you recall, Mrs. Jones, that
during the time that this suit was filed and the time
that we came here today, your lawyers sent ycu a set of
queétions called interrogotoriesAqnd helpe:d you answer
them? F

A Yes.,

MR. PAGE: Y&ur Honor, [ would like, at
this time, approach drs. Jones, if I might, and
review with her one gentence in number eighteen
of the interrogotories and --

THE COURT: You may. |

BY MR. PAGE: (continuing)

Q Do you recall receiving this question,
do you recall that?

A yvould you repeat that?

Q Do you recall receiving a set of
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cross ~ L. Jones

interragotories that included this question hcre listed
in number eightcen, could you look at that please, ma'am?
NOTE: Witness is now looking
at the previously referred to document.

BY MR. PAGE: (continuing)

Q Do you recall that?
A . Yes.
Q Am T correct in assuming that your.

lavyers sat down with you and tried to work with you

to get the answers to these?

A Mo, he did not. I answercd those.
Q . You answered them yourself?
A Yes. I got them through the maoil. I

answered them and then returncd‘them.

Q pMow, I am going to read yourjanswet\
out loud. "On Angust 18th, 1975, I was given an injection
of Vistaril and lemerol while at Mary Washincton llospital
in Fredericksburg, Virginia, and, which injection was given
in the area of the right hip. 1 experienced scvere pain

symptoms with the injection.' Was that your answer?
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A Yes.
Q Now, the record alrcady reflects, and
you have hcérd the testimony of the dJoctors, you received
a shot of Demerol and Vistaril not only belore the shot
you are complaining of, but aiso after the shot you complain
of, would you agree with fhat?

A Yes.

Q- And, T take it that rieht up until
today nobody has.represente& to you that Vistnrii I.M.
Solution not be used for intramuscular injéctions?

A _ No, they have not.

Q . Mow, you have indicated to us that you
were discharged from the hospiéal in November, I'm sorry
in Uctober, that you-&cut home and stayed there for a month
and I think you said previously that during the time that
you were home, you had occasion to ride up tJ Fredéricksburg
to see Dr. Thompson on one occasion.

A I camec whatever dats he designated to
come back.

Q And, I think that you have also previously
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testified that he wanted you to get your strenght back and

to get in shape for the operation.

A Yes,

Q You in fact did that?

A I did.

Q I think that you have also told us

in your previous testimony that you had, during this period

of time. a large number of visitors that came to see how
hﬁw you were getting on and tha£ you entértuinedtthgm in
the living room of your home? .

A Yes, I did.

Q I think that you have also told us
in your previous testimony that.when the peeple came that
you in fact would demonstrate the scar to them very much
like you did to the jury today? Is that corre;t?

A well, when I was in the Jospital, a lot
of pcople knew what I had gone through, and when they visited
me, they asked if they could see the arca. Well, I had
been through so much tirst, you know, being cmbarrassed, I

found that if I was soing to look like that, that I better
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[' stop being embarrassed. So, when my friends came and wanted
2 - me to show it to them, I was happy to show them my hip.
3
Q And, you showed it to thom, I believe
& 4 you have testified previously, without embarrassment?
’ A By that time I had been through so
6 much, I had been through tihe embarrassment stage.
' Q In the motion for judgment that you
-8 :
I filed in answer to interagotorics, you indicated that
] .
embarrassment was a problem subseuuent to the operation,
10
and 1 believe that you told us now that you have put that
1
behind you? You have accepted this for what it is, is that
12
right?
13 .
A I'm trying to very hard.
14
Q When.you got home on Decuiber the 1st,
15
N you had undergone a aallbladder operation? j
A Yes.,
17
0 Without getting into the details of

the operation, would vou explain to the ladics and gentleman
of the jury how large an incision was that was made for

that operation?




App. 161

FRANCES K. HALEY & ASSOCIATES
Court Reporters
Courthouse Building
Fredericksburg, Virginia 22401
Office: 371-5238 Home: 786-4780

e ‘W:..
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A From here to here. (indicating) They

took my appendix out while they had me aslecp.

Q Two f{or the price of c¢ne, is that right?
A I paid for both.
Q When you got back on Ucccamber the 1st,

1975, you had undergone what in effect was another major

. operation, had you not?

A Yes, I did.

) When you went back on Hovcmbef the
19th, your doctor felt that you had recuperated sufficiently
to undergo this major surgery.

A iday I hear that again?

Q Whea you weht back on Hovember the 19th,
Dr. Thompson advised you that you had recuperated from
your hip problem to undergo this major surgcry]

A The day that he let me _v,u.'hc made
reservations or reserve a room for the 1uth, that is when
he wanted me back in the hospital. And I went back when
he wanted me bachk.

Q In fact, when you went home from the
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cross - L. Jones

gallbladder operation, the incision of which y2u just
showed us as far as size is concerned, it was harder to
get around then before you had the gallbladder surgery,
wasn't it?

A I was recuperating from two operations
at that.time.

Q And thg recent one was in fact the
gallbladder oberation the incision of which c¢rossed éompletely'
across. the -- t

A (interjecting) That's ripht.

Q how, it is my understanding that today
you are able to do a great majority of your housework, is
that correct? |

A Yes, to a certain extend. [art of the
stooping I can't do.

Q You have problems stoonine, Jther than
that you can do most of what you have to do in your house,
is that right?

A I try.

Q In fact you get it done.




e

App. 163
FRANCES K. HALEY & ASSOCIATES
Court Reporters
Courthouse Building
Fredericksburg, Virginia 22401
Office: 371-5258 Home: 786.4780

cross - L. Jones

A With the help of my hushand,

Q It is also my understanding from

the testimony that Dr. Thompson has given breviously, that
in his opinion therc are no functional disabilities as
the result of this scar.

A At the time that I went hack to Dr..
Thompson, I had not reviewed my relationship with my husband.
I did not know how it was going to ‘affect me at that time.
‘But after that we did review my relat;onshjp with my

husband and the muscle cramps.

) You could walk and bend over and stoop?
7 ¢ A I could bend over but U couldn't stoop.
13 .
Q At the time you went back to Dr.
14
Thompson to discuss this with him, did you know what your
15
functional disability was, did you discuss that with him?
16
A Well, he really did not pet {nto that,
i .
| lic told me -- 1 asked him if 1 was doing alrigzht and he told
18
me that I was. itle told we that he was sorry that my hip would
T
" always have a hole in it, that he nad tricd, but it would

nuver fill out.
21
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cross- L. Jones

Q And, you have been.able to wear jacket
dresses and so forth that hide the indentation from the
general public, is that right?

A That's right.

) And, I think that you also testified
that the pain that you now have is when there is cold
wheather or somgthing like that?

A | Cold. wheather. Damp wheather. Whatever.

“Q ' And you would also agrce, would you'not,
that the discomfort you have new is noth}ng compared to
what you had while you were actually going through the
actual recupc;ation..wouldn't ycu?

A No. |

9] And that is the only diSCOmfort that
you fecel, the dJdiscomfort du?ing cold or damp wheatherf

A Yes.
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THE COURT: Members of the jury, the
attorneys will now read certain parts of a
deposition taken of Elizabeth Pronovost, the
nurse who actually mader-the injection. Only
certain parts will be read to you. We will do
it with Mr. Haley taking the stand and Mr.
. Roberts examining him.
'MR. ROBERTS: Can Mr. Burkholder conduct
his own examination? h
THE COURT: He may.

NOTE: Page thirty-one of
the previously referred to deposition is now
being read to the jury.

MR. PAGE: I would like to read from
page thirty, line seven. . .

NOTE: Page thﬁrty, beginning
with line seven is now being read to the jury
from the previously referred to depsition.

'MR. PAGE: I would like to start with

page four now, Your Honor,
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TH COURT: A1l ri;ht, start witd race

four.

NOTL: Pages feoy thren i
fourtecn are now being rcad to the jury from
the previously referred to depositien.

MR. PAGCE: That's all, Your iienor.
THE COURT: All right, sir, you can?

step down,
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Excornt ol deposition: ditect-Pronovost

2

8 : , RECROSS EXAMINATION

9 BY MR. HALEY:

@'%‘1{ Q Mrs. Pronovost, when you say that with regard
1 to the injection you gave Mrs. Jones it is possible that
12 the injcction could have been inadvertantly placed in

13]] subcutaneous tissue, yéu certainly do not think it likely
14{| or probable that you did that?

15 ' .A I don't think I did; but, it is possible. The
16|| possibility is there.

17 Q Because in medicine =--

@ A (Interposing) HNothing is exact.

19
20
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22
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Excerpt of deposition: direct=Pronovosi.

BY MR. BURKHOLDER:

=
‘ <31 Q liad you known back in August, 1975 on the 18th

that vistaril if inadvertantly administered in the sub-
cutaneous tissue could cause significant tissue damage or

necrosis, would you have used the same injection technigue?

N

A
Lt A
sty

Yes, I probably would have.
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Excorpt of deposition: direct-Pronovosnt

A
A
E 1
* % %
DIRECT EXAMINATION
BY MR. BURKHOLDER:
Q You are Elizabeth Pronovost?
A Yes,
Q Mrs., Pronovost, could you t=ll me the inclusive
years when you lived down in Fredericksburg, virginia?
A Okay. Ve moved there in November of 1973 and Jlived
there until February of 1977.
@unm.nglmm (.(chorlfng (‘}c’nu'ce
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Excerpt of deposition: direct-Pronovost
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Q What typs of position dld weu held at dooy

Woshington Hogpital?

A I «.S an R.H.

Q That would be a reyistered nurse?

A Yes,

Q How old are you, lirs. Pronovost?

A Twenty-six,

Q Could you just generally describe for me pleasc

your eaucational lackground with specific referénce to your
training as a registered nurse, of course?

‘A I went to St. Mary's Hospital School of MNursing.
I entered in 1969 and graduated in 1973.

Q Did you participate in what could be called a
degree program?

A No. It was a diploma program.

Q What sort of diploma did you receive, what did
that qualify you as?

A It qualified me to take the State Boards as a
registered nurse.

Q Did you take the Connecticut State Boards?

A Yes, I did.

Q You passed the State Boards?

A Yes.

@c nning lmm ((]8-'}»-: riing (’f: rice
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Excerpt of deposition:direct-Pronovost

App. 171

0 Were yéu reovired o tohe UCo Virciniz Stats
oards cr~the eguivalent thercof in order to mractice in
Virginia?

A They have recinresity with Connzscticot vhich voatd
allow me to practice there. i
Q Did &cu specialize while you were in school end
while you were at Mary Washinygton in any specific aswpect of

the duties of a registered nurse?

A While I was working at Mary Washington I pretty
nmuch worked the emergency room full-time.

Q Yes,

A And, I was occasionally called upon to substitute
when the floors were short of hélp.

Q Was there any additional or specialized training
you received in working as an emerxgency room nurse?

A No.

Q Mrs. Pronovost, I am going to direct your attention
to 16 February, pardén me, 16 August, 1975. Would you
describe for me at that period of time your general duties
during the August of 1975 at Mary Washington?

A Normally I was employed in the emergency room.

Q Now, did you have occasion to administer sone
injections to the Plaintiff in this case, Mrs. Lottie Jones,

on 16 August, 19752

MR. HALEY: Off the record.
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Excerpt of deposition: direct=Pronovost 7

2
App. 17
(Off the recoxd discussion.)

BY MR. BURKHOLDER:

Q Did you have occasion on 18 August, 1975, Mrs.
Pronovost, to administer some injections to the Plaintiff in
this case, Mrs. Lottie Jones?

A Yes, sir.

Q Could you generally describe for me how you came
to administer these injections and just what happened; go
ahead and use your own woxrds, if you would, please?

A I had been pulled to the unit she was on to cover
because they didn't £ave enough help upwthere.. I was put
in charge of administering medications that day and in
addition to Mrs. Jones, 1 had éiven ;njections and medication
to a lot of other patients on that flcor.

Q What unit or what floor wa$ Mﬁs. Jones on?

A She was on the 3rd floor, but I don't recall the
name of the unit offhand.

Q Do you recall specificaliy the }njections which
you gave Mrs. Jones on 18 August, 197572

A She had received an injection of emetecon,

demerol and also vistaril.

Q I am going to show you a document which reads at
the top "Nurses Notes-Medication Record"” and ask you if you
can identify that?

A Yes.
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App. 173

Q What is_that particular document?

A This is a copy of the nurses notes on the day
that I did work on that floor.

| Q Is there a date at the bottom?

A August 18, 1975.

Q What ié the purpose of the Nurses Notes in
general and on this document in particular?

A Okay. At the top it has a medication record as
to what medications were given and the time and the route.

The bottom just gives a general overview of the day.

Q Which entries did you make on this particular
document?
A Okay. There is a note that I had given some

demerol and vistaril intramuscularly at 2:55. I had given
her a dose of emetecon at noontime and tﬁere was an
Ancefé I.V. that was given at 10:00 in the morhing.

(O££ the record.)

MR. BURKHOLDER: Could we hévé that marked,
please?

(PRONOVOST EXHIBIT I: One sheet entitled

"Nurses Notes-Medication Record" dated August 18,
1975 at the bottom.)

BY MR. BURHOLDER:

Q Mrs. Pronovost, you have referred to 18 August,

1975 as the date you made the injection of demerol and

Dunni Reporting Jervi
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‘ App. 174

| vigtaril?

i A Yes.

2 Q Were there any other occasions besides this one
I aate that you gaveany injections to Mrs. Jones?

3 ‘A Not that I recall, no.

é Q Do you remember the shift that you were on that
7§l particular day; from what hour tb what hour?

8| A I worked 7:00 a.m. to 3:00 p.m.

qi Q What time in the day did you give this particular
10 injection?

" A At 2:55.

12 Q That would be 5 minutes before the end of your
31l shift? }0 | |

15 e

16
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3

4

5

6

71

8

9

10

n

12

13

14

15 * % %

16

T Y Okay. When I had gone into her room, she had
'8 turned over on her side. Her right hip was up which was
19 okay. She was a very obese woman, so when I had marked my
» area which was the hip, you know, I just used the hip.

2 There arcen't any nerves or major blood vessels therxe. I
2 depressed the skin and, you know, injected the medication.
» Q Where were you supposed to make the injection
24 into?

2 A The muscle.
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'T Excer‘pt' of deposition: direct-Pronovost
? ‘ Q Does a bottle of vistaril come with any type
? 28 of instructional literature?
- 3 A It just says for intramuscular use.
4 Q Is there a package insert which accompanies
% 3 drugs such as yistaril?
6% A Yes.
71 Q  Were you Verf familiar with this typé of drug
- g back in August of 19752
g A Yes, I had given many, many injections of it.
g Q Could you prdvide a rough estimate, had you
- " given it more than 100 times in injections? |
12 A Most positively up to that point. After working
- 13 in the emergency room -- it is g very common medication
141l that is used. |
15 ' Q What, if any, information éoeé ﬁhé.package insert
a - 1641 contain cdncerning whére aﬁ injection of vistaril is
174 supposed to go?
8} A Even in tﬁé literature it says deep into the
- 19}/ muscle.
20 Q I am anythiné bﬁt an expert at anatomy but coula
- 2'* you describe just generally for me, referring baék to M&s.
22|} Jones in particular back in August of 1975, what a needle
23/l has to pass through that has demerol and vistaril on the
P 24 other end before it gets to deep within a musclg? |
25 A - Okay. First you would have your skin, you know,
-~ | unningham Reporting Sorsice
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Excerpt of deposition: direct-Pronovost 12
App.177
your skin thicknesses. Then you have your fatty tissue and

then it would be into the muscle.

Q Now, are certain drugs designed to be injected
in the fatty tissue?

A I don't know of any drug that would go into the

fatty tissue. The most common uses are intradermal,

intramuscular and subcutaneous.
Q Is a subcutaneous injection of a drug as deep

as or less than an intramuscular injection?

0 A Less deep. It only yoes under the sk;n tissue,

" Q Was there any question in your mind back on

12 18 August, 1975 where vistaril was supposed to be injected?

1 A No, it goes into the muscle.

H Q' Is there a special part of theAmuscle that it is
s sﬁpposed to go into? |

16 A Well, according to the thing it just says "i.m.

7| use only" and it would go into the muscle.

18 Q Would you want to inject it deep into the muscle

I or just a short distance?

20 A Mostly goes doeep into the muscle if it is "i.m.".

2l T Q Well then, I'm sorry to repeat myself, did you

22}l know from reading the package insert where vistaril was

23l gupposed to be injected in terms of where in the muscle?

24 A I would assume it would have been deep into the

25l muscle.

‘r
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Excerpt of deposition: direct-Pronovost

Q Let me talk about the equipment you had to
use for this injection with Mrs. Jones for a second.

A Um~hum.

Q Where did you get ‘the demerol; that is to say,
what did it come in?

A It comes in a pre-packaged tubic syringe. It is
a cartridge that goes into a metal cylinder that is used.

Q Where did you geﬁ the needle?

A The needle is on the cartxidge already.

Q So you don't have to get a needle frcom the

hospital supply itself?

A No, no.
Q Does the vistaril come in it's own syringe?
A No, vistaril is in a small ampule.

Q How did you combine the two drugs, then?

A The demerol is put into the cartridge and then
you draw the vistaril off of the ampule S0 it is a combined
injection.

Q How long is the needle that comes in this pre-
packaged affair?

A It is -- I believe it is an inch and a half.

Q Is there a standard size for a needle to be used
with an intramuscular injection?

A You can guage usually by the size of the person.

You would use an inch or an inch and a half needle.

@unn :'ng}m nt Qcporh‘ng G’jz‘!rvicg
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Q Is it necessary, Mrs. Pronovost, or let me
say, was it necessary for you back in August df 1975 and
before when you were working at Mary Washington Hospital as
a iegistered nurse to make some sort of judgment as to what
s}ze needle you were going to use to make an intramuscular
injection? |

A We just decided by the size of the person.

Q Well, you probabif already answered £his, but,
what do you take igéo consideration when you make a decision
és to the type of neédle?

A Like I said, mostly the size of the person. She
was a very large woman soO she wpgld, you know, reguire a
much longer needle than someone who weighed half her size.

Q From your experience-and training back in
August of 1975, was it easier or harder for you to get an
intramuscular injection deep within the muscle in the buttocks
area of a fairly obese woman?

A Yes, it is more difficult.

Q I believe you previously ﬁestified.and please
correct me if I am wrong, that you have got to as a
reéistered nurse nake some sort of judgment as to the
actual location in thé buttocks area where an intramuscular
injection is going to go, isn't that true?

A Yes.

* % *
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FRANCLS K. HALLEY & ASSOCINILS
Court Repotter.
Coutthouswe Duilding
Frederickshurg, Virginia 22401

Office: 371-5258 Home: 786-4780
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IN CHAMBERS

THE COURT: Let's sce the plaintiff's
instructions.

MR, PAGE: We would like to renew our
motion to strike the plaintiff's evidence on
the ground that there is no evidence, that's
number one, that Pfizer failed toAgive adequate
varning, when in fact the evidence is that Plizer
warned that this should not be injchted into sub-
cutaneous tissue under any circumstances. Now,
you can't give a more adequate warning. You can't
do it. Now, in addition to that, lct's assume
for a minute that the warning wasn't proper.
The nurse said that she would not have done it
any other way. Sccondly, the doctor said on
cross oxamination that he knew that it could
cause necrosis of the tissue. I don't think that

this case can go to the jury,

¥ % %
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FRANCLEYS K, HALEY & ASSQCIATLS
Comre Reporters
Courthouse Building
Fredericksburg, Virginia 22401
Office: 371.5258 Home: 786-4780
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IN CHAMBERS

TIIE COURT: Some of the witnesses said
that is was sufficient or they thought it
was sufficient. Dr. Smith did not think that it
was, and Dr. Thompson said, I believe, that it
could cause necrosis. I believe that he said
that he knew that it could cause, sometimes,
some irritation. Maybe a lump or something that
would go away in a few days. Dr. Smith did ﬂot
think that the warning was adequate. There is
a case of reasonable men disagreeing.

I think that there is still

enough left to give it to the jury, and I am
going to overrule the motion to strike.

MR. PAGE: Note our exception.

* x %
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FRANCES K. HALEY & ASSOCIATES-
Court Reporters
Courthouse Building
Fredericksburg, Virginia 22401
Office: 371.5258 Home: 786-4780

IN CHAMBERS

THE COURT: That will be number seven.

Is this your first instruction?

<R CISIUCY.
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MR. BURKHOLDER: Yes, sir.

MR. ROBERTS: We object to this. There
is not sufficient evidence.

MR. BURKHOLDER: I feel that that is --

THE COGRT: 111 call this eight A.
I don't recall any evidence on that point.

MR. HALEY: What Federal regulation?

THE COURT: Eight A is refused.

MR. HALEY: Where did you get nine from?

MR. BURKHOLDER: That is an automobile
instruction and used the Vistaril. This is
basically taylored to this case.

MR. PAGE: It is our position that we

are not required to write a text book on medicine

and sent it out with each drug.

"THE COURT: I will give it as nine.

MR. HALEY: Note our exception.
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FRANCES K. HALEY & ASSOCIATES
Court Reporters
Courthouse Building
Fredericksburg, Virginia 22401
Office: 371-5258 Home: 786-4780
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THE COURT: All right, sir.

MR. BURKHOLDER: Judge, this has been

referred.to in our motion to strike. This basically

raises the question of causation. If Dr. Thompson
had independent knowledge, then this particular
piece of information cannot be the proximate
cause of this injury.

MR. HALEY: This was a severe destruction
of tissue. He said that he knew of some local
type reaction. fhis --

MR, BURKHOLDER: (interjecting) Well,--

MR. HALEY: (interjectihg) Let me
finish please. This is not a minor type reaction.

MR. BURKHOLDER: If he knew that it
caused tissue necrosis, it does not matter what
the size of the area is.

THE COURT: I understand you both.

MR. HALEY: He had no knowledge of the

type of injury suffered by Mrs. Jones.

e T
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FRANCES K. HALEY & ASSGCCIATES
Court Reporters
Courthouse Building
Fredericksburg, Virginia 22401
Office: 371-5258 Home: 786-4780
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MR. BURKHOLDER: I don't think that
Mr. Haley should be allowed to argue that he only
knew éf a little bit of tissuenecrosis, and not
a lot of tissue, and therefore the warning is
not adequate. | | |
THE COURT: I see the position that
both of you are takirg. This is a matter of
argument. Dr. Thompson was somewhat vague on
that. But, he d;d say that it would be some
sort of lump that would last maybe a day or two.
What this tells the jury is that if they believe
from Dr. Thompson's testimony that he knew, then
Pfizer had no duty. This isla decision for the
jury. |
MR. BURKHOLDER: Now if the jury becomes
convinced that Dr. Thompson knew nothing about
_the tissue ﬁecrosis, that it was simply some
mild irritation, the jury will follow his lead,
if he'is allowed to argue that. Dr. Thompson said

something quite different.
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FRANCES K. HALEY & ASSOCIATES
Court Reporters
Courthouse Building
Fredericksburg, Virginia 22401
Office: 371.5258 Home: 786-4780
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THE COURT: The problem here is, that
if they believe this, they have to find in favor
of the defendant. I just don't see it.

MR. BURKHOLDER: I have a number of
cases cited on the copies.

THE COURT: Yes, I can see that. But,
you can only séy that if the doctor was fully
aware of it.

MR. BQRKHOLDER: That is a matter for
Mr. Haley to argue. |

THE COURT: I feel that that is a matter
of argument. I didn't understand from his
testimony that he was fully aware of it.

I think it will have to be
turned down. You can note your exception.

MR. PAGE: Ten has been refused?

THE COURT: Nine B has been refused.

MR, PAGE: Suppose we change it to read,

and I don't know where I am going to get copies
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FRANCES K. HALEY & ASSOCIATES
Court Reporters
Courthouse Building
Fredericksburg, Virginia 22401
Office: 371.5258 Home: 786-4780

IN CHAMBERS:
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of it, was potentially dangerous, strike was
aware of, which seemsto be Mr. Haley's argument,
I would like to offer the instruction with the
substitution knew with aware of. '

MR, HALEY: Same diffrénce, Your Honor.
Just leave all of causing tissue necrosis out,
and say potentially --

" THE COURT: (interjecting) If you can
get together on it, fine, if not, fine.

MR. PAGE: All right.

THE COURT: Try. Something is better
than nothing. |

MR. HALEY: Tissue destruction instead
of tissue necrosis.

MR, PAGE: We will go forward and
change it.

THE COURT: Since you are relying on
the Park Davis.case, it is clear from the

holding that the physician was "fully aware".
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volved in

In the case that we are trying today, there
was merely a suggestion that instance it could
cause necrosis,

MR. PAGE: I will read this in. If you
believe from the evidence -- the proponderence
of the evidence that the defendant was negligent
in failing to adequatly warn of the danger in-
the administration of Vistaril, and if you _
further believe from the evidence that Dr.
Thompson was fully aware --

THE COURT: (interjecting) You are
saying fully aware again. He did not say that.

MR. PAGE: On cro#s examination he told
Mr, Burkholder that he knew that it could
cause necrosis, He finally agreed after being
asked on cross examination. |

THE COURT: The instruction is refused.
Both A and B are refused. You can note your

exception,
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For Intramusculor Use Only

CHEMISTRY

Hydroayzine byJrovhionde is desigrated chentically as - (pchlorobonatydey 3-{242-
hydronsethoxy) etbyl] pirerizine dibydrohloride. ’

ACTIONS
VISTARIL (hydreyrine hydrochlordded is unrelated ciwemisally to phenethiszine, eoserpine,
and meprobunats Hydeovvzine has Jemonstriated its climcal sffectiveness i the Shemo-
therapeuiic aspuct af the toral management of nauroses and emutivaal distusbanves mani-
fested by anxizty. teasion, agitztion, apprehension or confusion,

Hydrovysine bas besn shown clin :c.;ll) 10 be 2 rapid-acting true ataranic with a4 wide
margin of safety, 1 ind calming eduet in snyivs, tense. psvchuneurtic adults and
also in anxdous, hyperdinstic childrea withaut inpairing menta! 2fertness, It ¢ noj a enitival
depressant, bat ity action may be dae 10 a suppression of activity in certuin key regions of
arex of the central rervuus syatem.

ic! 2 has been demonsteated experimentally,

haws experimentaly o bave antispastadic propertizs, apparently
coce with the mechanist that responds to spaogenic agents
avetylihioline, and bistsanine,

oty have been denmonstated experimentally and confieried clinicully.
. both by the apamorphine test and the veriloid test, has been demon-
straled. I’h..mm, agieal andd clinical studics indicate that hydroyzine in therupeatic dosage
does nat incrcase gasteiv secretion or acidity and in most cases provides mild antiseceetosy
berefits.

Hydrosyzine b
mediated throngh inte
such as serotonin,

Anlihis'.a'ri.

INDICATIONS

The tatal management of anxisty, tension, and psychomotor agitation in conditions of ema-
tioral stress requires in most instaaces a combined approach of psychotherapy and chemo-
therapy, Hydroxyzine has been found to be particularty wseful for this Iatter phase of
therapy in its abiiity o reader the disturbed putient more amenable to psychotherapy in
long. term treatment of the psychonzerotc and the p<)xh<=uc. although it shoul d not be used
as ihe sule izcatment of paychnis v ol deaddy J wated cins of 4 S

Hydroxyzine is alzo usetul in alleviating the manifestations of :mﬂe(v and tension as in
the prepartion for deatal procedurss and in acute cmotional problems. It hus abo been
recommended for the management of anxiety esweiated with organic disturbances and as
adjunctive therapy in alecholism and alierghe coaditions with sirong emotional overlay, such
as in asthma, chronie usticaria, and prurites,

VISTARIL (hydeaivrine hydrovhtoride) Intramuseular Solution is useful in treating the
following types of paticats when intr. sular administration is indicated:

1. The acutely disturbed or bysterical patient.

2. The acuie or chroie aleoholic with anviety withdeawal symptoms or delirivm tremens.

3. As pre- and postoperative and pre- and postpartum adjurctive medication to peemit

reduction tic dosaze. allay aaviety, and control emesiy.

VISTARIL (hydresyzine hvdawhleride) has aho dunoastrated eoctiveness in controlling
nawsca and vo . exduding nausea and vomiting of pregaancy. (Sce Coatraindications.)

In prepartuzs stues, the reduction in narcotic requirement effecied by hydrovyzine is of
partticular bensint 1o bath motier and neonate.

Hydroxyrine heaetits the curdiac patient by its ability to allay the aswwiated ansicty and
appszhension atiamdant 1o certain types of heart disease. Hydroxyzi e 1 pat Srown to inter.
fere with 12 action of Jigitalis in any way and may he usad vonctiirent!

iy with this agent.
Its efectivenss amd \1'c|\ nake it an nv'\':l'v(mn deug for koag term me,

CONTRAINDICATIONS

rosly

mdicated for paticnts who have shown a previous kyperseasitivity Lo it
Hyztrons tistered 1o the pregnant mouse, fat aed rahbit induced fetal
nbncrmﬂluu n l'u rat At densss suhstandially above l‘v- I|um1n ther -;‘..u-: range. Clinical
1 such data

& vhea e

ase avails I'... .s\tllu\\ unzs K wn!r.urd.u\: .,I in early pregnancy.
PRECAUTIONS
THF POIENTIADING ACTION OF INDRONYZING MUST BF CONSIDERED
WHEN FHE DRUG IS UNED IN CONJUNCHON WITH CINTRAL NERYOUS SYS.
TEM DEPRESNSANIS JHEAS NARCOTICS AND BARBICURATES Therefire when
centeal pervans system depressaiits are sdimimstered convont ah mdrovw ane their
dusage <hoald be redaved up w50 per ceni. The etivacy of hydzon
and postopetatvy sedatine aiedreason kas ala bers well establihed. o

ad retands
A A A uited,

HYDROXYZINE MAY POTUNTIATE NARCOTICS AND BARBIFURATLS, <0
theis uee in preancthetic adjunctne therpy Sould be gadificd on an idivodual basis.
Atropine and cther belladvnaa alkaloids aie not alevted by the adreg

= |

\
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PRECAUTE ONS (eruniintted)

Whetr hydroxgzine is wsed Precprntively o prefadenm, aanotic requirerenis may be
reduond as much 3s 50 per cent. Thus, whea 30 g of VISTARIL (hydesxysine hvdro-
chtoride) Intramuscalsr Sofwrion iv employed meprind-ae daage may be seduced o 100
. o 59 g

Siziee Jowainess My occur with use of Mis drug. 1 tivats shostd be warned of tiis s
sibifity and cautioned agLnst deiving a car or opeatiog dangerous machinery while tiking
this drug,

As with al inamusediar prepacations. VISLARIL Iatramuscular Solution slamld be
injected well within the Fady of a relatively Tige mele,

ADULTS: The prefurred site is the upper outer quadeant of the butzoch, (ie., glutens
mianins), or the prid-lateral thigh,

CHILDREN: It is recomneaded that it ions be given peeferably in the
mid-tateral muscles of the thigh, In indsats and smalt ciildien the pesiphery of the upper
outer quadrant of the gluteal region should be esed caly when necessary, such gs ia hurn
s, in order to minimize tw po; 1y of damugs e tive sclatic perve.

Tha delioid arca should be vsed oaly if well devaaped such 23 in certain adults and older
chidren, and thea only with cavtion 1 avoid radal neve ingusy. Intramusculas injections
should not be made into the lower and mid-thisd ¢f the upper arm. As with ail intra-
mescnlar injections, aspiration is necessary w0 hzlp avoid inadvertent injejtion into a blund

veswel
ADVERSE REACTIONS

Tharpeutic doses of hydroaysine seldam producs impaininent of mental alertness. How-
ever. drowsiness may oceurs; if sa, it is usually teaasitory aad may disappear ia a few days of
centinued therapy of upon reduction of the dose. Dryeasy of the mouth may be encoun-
tered ot higher doses. Extensive dinical use has substan tizicd the abscace of toxic effects on
the lives vr brne marrow when administered in the racommended Joses for over four years
of unintrupted therapy, The abweace of advene eifecss has been further demonstrated in
enperimantal studies in which exeessively high doses ware administered.

loveluntery motor activity, including race instanuzs of remar and coavulsions, has been
repoitad, ustally with dosos considesably highss thaa those recommended, Coatinuous
tLorapy Witk over onc gram per day has bsen employed in some puticats without these
efivets having been encountered.

DOSAGE AND ADMINISTRATION * :

Th: recommended dosazes for VISTARIL thydeonyzne hydrochloride) Iatramusculas
Solutivn ace:

Fur adult psychiatric and emotional emer
gencies inchuding acute alvoholism.

N and iting excluding nausea and
vomiting of pregnaecy. th. body weight LM.

Pre- and postoperative adjuncive medict-  Adults 25-100 mg. L.M. Children: 0.5 mg./
tion. Ib. body weight 1.M.

Pre- and postpartum adjuncme therapy.  25-100 mg. L.M.

As with alt potent medications, the dosage should be adjusted according to the palient’s
responsg (o therapy.

}OR ADDITIONAL INFORMATION OF THE ADMINIS l'&f\TlO\' AND SITE OF
SELECTION SCE PRECAUTIONS SECTION. NOTE: VISTARIL (hydroxyzine hydro-
chloride) Inteanuscular Solution may be administered without fuether dilution.

Patients may be started on intramuscular therapy when indicated. They should be main-
tained on oral therapy whenever this route is practicable.

SUPPLY
VISTARIL (hydroxyzine hydrochlorids) intramuscutar Solution

25 mg./cz.: 10 ce. vials

50 mg./cc.: 2 cc. vials in packages of 10 vial: 12 co vials
Lsoject

25 mg./ce.~1 cc. fill: packages of 10 Isjects

50 mg.7ec.~t cc. il packages of 19 Isojects

100 mg.: 50 ma./ec.=2 ce. fitl-packigzes nf 10 Bojucts

EAL: 50-100 mg. Stat.. and q. 4-6h.. p.r.a.

Adults: 25-100 my, LM. Children: 0.5 mg./

. FORMULA

Fach cc. contains: 25 mg./cc. 50 mg./cc.

Hydroxyrive hydrochloride . 25 mg, 50 mg.

Herzyl Alvoliol *09% 09%

Sodrsar hydronide to adjust 1o optimum pH
BIBLIOGRAPHY

Avaitable upon tegquest.

PFIZER LABORATORIES DIVISION
PFIZER INC.
NEW YORK, N.Y. 10017

Printed in UL.S.A.
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VUEDICAL DEPARTMENT

Dr. Peter R. Smith
17014 Fall Hill Avenue
Fredericksburg, Virgini

Dear Dr. Smith:

. Thank you for reporting
injection of Vistaril a
telephone, we have had
in most cases seemed to
Vistaril is irritant to

We retommend that Vista
using the 2. Track Techn
adjacent subcutaneous t
this method. Also encl
About Vistaril" for you
Report form. -

Since we are required t
any adverse reactions a
appreciate your complet
same to me in the enclo
will enable us to have
with Vistaril and, of ¢

) 5-977

August 29, 1975

a 22401

the case of local reaction following an
nd Demerol to me. As I explained over the
a number of reports of similar reactions which
be due to inadvertent subcutaneous injection.
subcutaneous tissue.
ril be given by deep intramuscular injection '
ique to avoid possible back tracking into
issue, and have enclosed material concerning
osed is the booklet "What Nurses Need To Know
r information, together with our Product Experience

o obtain as much information as possible concerning
ssociated with our products for the FDA, I would
ing the Product Experience Report Form and mailing
sed return envelope provided. This information

a more detailed record of reactions associated
ourxse, your name and that of your patient will

be kept confidential.. The pink copy is for your files and information.

If I can be of any further assistance to you, please feel free to

contact me at a/c 212-#

. o

PW/cdb
Enclosures

N Y ey S g TR T e ae <A i LA 2

573-2638.

Yours sincerely,

/‘ZZZ&:@ de%/

Patricia Walmsley, M.D. .
Associate Medical Direct c2£2§z~”/

W

ﬁﬂ



/ {

App.190

[Refused]

INSTRUCTION NO. 9(a)

Even though you may believe from a preponderance of
the evidence that the defendant was negligent in failing to
give an adequate warning of the danger involved in the adminis-
tration of Vistaril, if you further believe from the evidence
that Dr. Thompson knew that inadvertent subcutaneous injection of
the drug Vistaril in violation of Pfizer's labelling was potentially
dangerous or could cause tissue necrosis, then any such failure
on the part of Pfizer to give an adequate warning of the dangers
connected with the administration of Vistaril would not have
been a proximate cause of plaintiff's injuries and you shall

find your verdict in favor of the defendant.
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App. 191
[Refused]

INSTRUCTION NO. 9(b)

Even though you may bélieve from a preponderance of
the evidence that the defendant was negligent in failing to
give an adequate warning of the danger involved in the adminis-
tration of Vistaril, if you further believe from the evidence
that Dr. Thompson was aware that inadvertent subcutaneous injection
of the drug Vistaril in violation of Pfizer's labelling was
potentially dangerous or could cause tissue necrosis, then any
such failure on the part of Pfizer to give an adequate warning of
the dangers connected with the administration of Vistaril would
not have been a proximate cause of plaintiff's injuries and you

shall find your verdict in favor of the defendant.
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[Refused]

INSTRUCTION NO. 9(c)

Even though you may believe from a prepondernce of the
evidence that the defendant was negligent in failing to give an
adequate warning of the danger involved in the administration of
Vistaril, if you further believe from the evidence that Dr.
Thompson was fully aware that inadvertent subcutaneous injection
of the drug Vistaril in violation of Pfizer's labelling was
potentially dangerous or could cause tissue necrosis, then any
such failure on the part of Pfizer to give an adequate warning
of the dangers connected with the administration of Vistaril would
not have been a proximate cause of plaintiff's injuries and you

shall find your verdict in favor of the defendant.
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