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BEFORE THE ARIZONA MEDICAL BOARD

In the Matter of
' Board Case No. MD-04-1545A
FRANK IORIO, M.D. :
4 T " FINDINGS OF FACT,
Holder of License No 12233 CONCLUSIONS OF LAW AND ORDER

For the Practice of Allopathic Medicine

In the State of Arizona. (Letter of Reprimand)

The Arizona Medical Board (“Board”) considered this matter at its public meeting on June
8, 2006. Frank lorio, M.D., (“Respondent”) appeared before the Board with legal counsel Michael
R. Golder, for a formal interview pursuant to the authority vested in the Board by A.R.S. § 32-
1451(H). The éoard voted to issue the following Findings of Fact, ConcjuSions of Law and Order
after due consideration of the facts and law applicable to.this matter.

FINDINGS OF FACT

1. The Board is the duly constituted authority for the regulation and control of the
practice of allopathic medicine in the State of Arizona.
| 2. Respondent is the holder of License No. 12233 for the practice of allopathic
mediéine in the State of Arizona. B |
3. The Board initiated case number MD-04-1545A after being notified of a medical
malpractice settlement involving Re,spondént’s care and treatment of a forty-nine year-old female
patient (“CK"). On March 14, 2001 CK underwent an ultrasound of the thyroid that d'emonstrated

bilateral -thyro'megaly with a 1.7 x 1.3 centimeter right thyroid mass. CK described some mild

discomfort. CK presented to Respondent on March 28, 2001 for évaluation of a thyroid mass.

Respondent's impression at the first visit was benign goiter with probable Hashimoto’s thyroiditis
with associated hypothyroidism. On April 25, 2001 CK presented for surgery.. Respondent first
removed the right thyroid lobe and sent it to pathology where a frozen section demonstrated

“nodular thyroid lobe secondary to Hashimoto's thyroiditis. No neoplasm identified with tissue
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sample.” Respendent then performed a left thyroidectomy d'eSCribing a shrunken left lobe with
significant inflammatory changes. The remainder of CK's hospitavlization was uneventful and she
was discharged the fol{lowieg day with no breathing problems, no swallowing dylsfunction, and her
calcium was eormal at 9.5. Review of the operative report reveals each procedure was performed
ina proper manner.. Over the next several months CK had episodes of dysbnea and raspiness to
her voice appeared to wax and wane. On November 15, 2001 CK presented to the emergency
room with severe ‘dyspnea and subsequently underwent fiberoptic 'Iaryngoscopy that
demonstrated limited cord motion. CK was then seen by an ear, noee, and throat (“ENT"”) surgeon
who performed a tracheostomy.

4, Respondent testified regarding the two allegations against him. The first, that a
fine needle aspiration biopéy should have been performed prior to the thyroidectomy and the
second, that he should not have removed the left thyroid lobe after a frozen section of the right

lobe demonstrated Hashimoto’s thyroiditis, but no evidence of malignancy. Respondent testified

he wholeheartedly agreed that fine needle aspiration biopéy is the appropriate recommendation

and evaluation when evaluating dominant thyroid nodUIes. The range of false negative a.nd false
positiVe results is approximately identical at three to six percent and the incidence of a non;
diagnoetic fine needle aspiration biopsy. rangee between ten to thirty percent. Respondent
testified he thoroughly evaluated treatment and evaluation options with CK and he strongly
encouraged and recommended aspiration biopsy, but CK remained adamant that she required a
near 100 percent guarantee regarding the absence of thyroid cancer. Respondent noted CK was
also legitimately concerned about her problems and symptoms related to presumed Hashimoto’s
thyroiditis; was experiencing intermittent episodes of neck pain and her neck was unresponsive to
anti-inflammatory agents; her inflammatory thyroid condition resuited in both hypothyroid and
hyperthyroid states requiring frequent adjustments in types and strengths of thyroid

supplementation; and she remained adamant about not undergoing a fine needle aspiration
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biopsy, even after a detailed discussion regarding the known potential surgical risks. Respondent
testified he could not force her to undergo the recommended procedure, nor could he abandon
her.

5. Respondent testified he and CK agreed on the foIIowing approach as stated in his
patient clinical data sheet “[n]Jeck exploration with rightvthyroid lobectomy with probable total
thyroidecfomy if a malignancy is identified at the time of the frozen section and/or additional
nodules are identified in the left lobe that were not identified on ultrasound and/or total
thyroidectomy if significant Hashimoto’s thyroiditis is identified with or without an associated
malignancy.” Respondent noted he performed the procedure they mutually _agreed would be
accomplished based on the Vﬁndihgs; at surgery in conjunction with multiple considerations

documented in the medical literature regarding thyroid disease. Respondent testified he has over .

‘twenty-five years of surgical experience and completes over 120 hours of continuing medical

education annually. Respondent testified his decisioﬁ to perform an opposite lobe (left) lobectomy
was not based on just one fact, i.e., the failt;re of the pathologist to deﬁnitivély identify a malignaht
process. Respondent noted his dictated operative report notes the pathologist stated the tissue
examined revealed “severe Hashimotos's thyroiditis with a relatively benign-appearing nodule”
and a definite diagnosis was “deferred unﬁl [the pathologist evaluatéd] a permanent section.”
Respondent noted therefore, he had to consider additional factors with regard to his decision to
proceed with a total thyroidectomy. Respondent téstiﬁed the literature substantiates that
intraop;rative frozen section evaluation is a difficult and unreliable method of analyzing in the
background of severe inflammation as well as in patients with multinodular or micronodular
disease. Respondent testified CK had both. Res_pondent also noted the literature states
intraoperative frozen section diagnosis of benign disease is later changed to diagnosis of cancer

in permanent section evaluation in a high as thirty percent of the cases.
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6. Respondent testified reseérch suggests less than total fhyroidectomy may be
inadequate surgery when dealing w'ith ndt only thyroid cancer patients, but also with patients who
have multinodular disease and/or Hashimoto’s thyroiditis. Respondent noted in many patients
with benign.multinodular goiter it is difficult to find an appreciable normal thyroid ti‘ssue' during
surgery and the potential for long-term recurrence is relaiively high when abnormal thyroid tissue
is left behind. Respondent testified even though CK had a shrunken left lobe of the thyroid when

compared to the right, it was still involved in the same disease processes that were present in the

[{right lobe and there was a risk of subsequent identification of a malignant process upon

permanent section evaluation. Respondent testified when considering everything available to him
and CK's wishes, he did what he thought was in CK’s best interests.

7. The Board asked Respondent what percentage of his practice involved thyroid
surgery. Respondent testified he had modified his practice in the last five or six years and does
mostly breast cancer, laparoscopic surgery, and a fair amount of thyroid surgery as well as other
surgeries, but in 2001 he would say thyroid surgery represented ten to fifteen percent of his
surgeries. Respondent testified he usually only does total thyroidectomies in patients with
documented thyroid cancer unless there is. a situation where intraqperatively he needs to make a’
decision regarding whether thé second lobe is removed, in total probably twenty percent of his
surgeries are total thyroidectomies. The Board noted this was a small percentage relative to the
number of thyroid cases Respondent does in general.

8. The Board asked how many of Respondent’s thyroid patients present with what

CK's raspy voice by history that it would come and go and would coincide with neck swelling and -
erythema and tenderness suggestive of acute inflammation of her presumed Hashimoto’s

thyroiditis. Respondent noted if someone comes in with a persistent raspy voice he usually refers

them to an ENT surgeon for a direct look. Respondent testified because CK's raspy voice
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coincided fairly well with the ﬁp and down of her goiter, of her‘ thyroid, he attributed it to
inflammation from the thyroid itself and disease. The Board asked what wés causing the
raspiness — was it anatomic on the vocal cords or was it on the nervé. Respondént testified
probably the nerve involved in the inflammatory tissue, the edematous tissue. The Board askéd if
Respondent felt the need af that time to evaluate that. Respondent testified he did not, but this is
one of the things he has changed in his practice and he refers anyone who presents with any
type of history of intermittent or constant voice change to an ENT surgeon.

9. The Board asked Respondent to s."(ate the treatment options for Hashimoto’s in

|l general. Respondent testified the low thyroid state needs to be treated with thyroid

supplementation and then some type of ahti-inflammatory medication. Respondent noted CK was

|| tried on various medications, including corticosteroids, but she could not tolerate them because

she indicated they made her feel funny. The Board asked if it was corre.c;t that Respondent
typically would not get a referrél for surgery in a case of only Hashihoto's alone. Respondent
agreed generally, unless it is unrelenting associated with a goiter or the patient is having
compressive symptoms. Respondent agreed this would be in a small percentage of patients.
Respondent testified CK was sent to him because her primary care physician could not control
the symptoms related to Hashimoto’s thyroid in conjunction with thyromegaly, multinodular goite\r,
and a dominant solid mass in the right lobe.

10. Respondent testified it was, generally speaking, absolutely not his practice to offer
total thyroidectomy to patients with Hashimoto's if they requést it or have, as in CK's case, an
apparent cancer phobia. The Board asked if it was Respondent's thought to do a total
thyroidectomy in CK regardless of the intraoperative findings, especially since his note of the
discussion of CK'’s options talks about a total thyroidectomy in the case of severe Hashimoto's
and he already knew CK had severe Hashimoto’s. Respondent testified that was not his thought

and a lot of times you go in with some options in mind and then have to make a decision based
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on what you see and feel. Respo-ndentvnoted had he gone in and found severe Hashimoto’s
thyroiditis in conjunction.with nodular disease or unanticipated findings then he probably would
lean more toward total thyroidectomy. Respondent testifi_ed CK's was one of the most severe
cases of inflammation he had evér seen and it was virtuaily impossible to grossly appreciate or
feel a malignancy'or suspicious area and virtually impossible for the pathologist to provide a
;'eliable diagnosis — ivn fact he deferred until permanent section. Respondent testified he thought if
he waited until he got the permanent section results from the pathologist and it was cancer there
would be a mess going back in because of the inflammation. |

| 11. The Board noted Respondent described the right lobe he sent to pathology as
“very inflamed” and then described the left lobe as “shrunken.” Respondent testified he described
it as shrunken comparéd to the right,‘but it was involved with the same disease process as the
rig‘ht, micronodular disease, severe inflammation. It was smaller compared to the right iobe, but
was still nasty looking and feeling. The Board noted Respondent’s operative note not describing
any nodules on the left lobe and o.nly describing it as “shrunken” led to the natural question of
why Respondent took the lobe oﬁt. Respondent testified it was his error in not putting.in enough
additional information and he was stressing that the left lobe appeared different in size compared
to the right, but was still involved in the same disease process. Respondent noted éven the
pathologist mentioned both grossly and microscopically, that there was micronodular disease and
severe inflammation. The Board asked if Respondent believed CK WOuId have developed what
seemed to be a bilateral recurrent laryngeal nerve paralysis of some sort ultimately requiring
surgical tracheostomy if he had done only the right lobe. Respondent testified it was hard to say
and if the nerve entrapment was.secondary to a progressive process of sévere inflammation and
scarring it may have happened, but one couldv‘also argue that if you do not disturb that side

theoretically there may be less inflammation induced from the surgical procedure.
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12. The Board asked if when Respondent saw CK preoperatively he was concerned
that at the time of surgery by intervening he might indeed aggravate CK's raspiness that was due

to enlarging and deep heat and would it have been better, even in retrospect, to have left at least

one side and not risk doing something that could increase the risk of recurrent laryngeal nerve

injury. Respondent testified it was unfair to look at this retrospectively because when he is in

| surgery and looking at an unreliable frozen section with a thirty percent chance the pathologist

will later find cancer and he has to go back in he has to consider if He leaves the left lobe and it is
involved in the same disease process it may enlarge in the post-op period and CK would still
have Hashirhoto’s thyroiditis, pain, neck swelling and a thyfoid level bouncing up and down. The
Board asked if Respondent went into surgery knowing there was a thirty[ percent probability of

cancer regardless\of what the frozen section said what was the possibility that he was not going

to remove the left lobe. Respondent testified if he ‘had not found as severe Hashimoto's

thyroiditis, or if it did not have a micronodular feel to it and if he went in and the left lobe looked
different than the right then he would have removed the fight and kept his fingers crossed that
even though CK had some mild inflammatory changes thé one surgery is all she would need.
Respondent testified with the severe Hashimoto's thyroiditis, in conjunction with the way both
sides looked and felt and the facts he presented, he felt removmg both sides was the best option
at the time. The Board asked if Respondent was saying it was surglcally necessary to remove the
left lobe during the first surgery. Respondent testified “yes and no” and noted he could have left it

and if it came back cancerous or, if CK developed recurrent severe symptoms, he could have

gone back in again with the likelihood of an increased complication rate.

“13. The Board asked if Respondent would be concerned about a high complication
rate if he got the final pathology reading two days later and had to go back in. Respondent
testified he would because CK had unbelievably severe inflammatory change and he knew that

no one, including himself, would want to be béck in. CK’s neck in two days, two months, or two
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years. The Board asked what Respondent would do today if he had the samé patient.
Respoﬁdent testified he would do the same thing other than he would now involve an ENT
surgeon preoperatively and then postoperatively if there were any éroblems.

14.  The Board asked Respondent the standard of care for CK in terms of removing the
second lobe in the first surgery and whether -Respondent believed. he met that standard.
Respondent testified he absolutely met the standard of care and he researched this heavily and
theré are hundreds of articles advocating routine near or total thyroidectomy for even less severe
cases of Hashimoto's thyroiditis, let alone multinodular goiter. Respondent testified it was a
contrerrsial area whether or not to do a total thyroidectofny and years ago it was more toward

the conservative side and more recently it is more aggressive. The Board asked if it was correct

that a majorify of the literature Respondent submitted was from outside the United States.

Respondent testified some of the literature he included specifically because it had statements he

wanted highlighted, but there were several hundred articles, many from the United States. The
Board asked if Respondent would agree that some of the literature were retrospective studies,‘
some were just dafa collected studies that were non-controlled. R.espondent testified he would
and would not agree — Respondent indicated he did not know the percentage because he did
research so many. The Board noted it was not saying foreign articles are not madequate but
rather the peer review process may be dlfferent

15. The Board asked if it was correct when Respondent saw CK in his office he could
not palpate a dominant thyroid nodule in the right lobe. Respondent referred to his records and
read his note from the record “[vlague nodularity, superior aspect of the right lobe of the thyroid.”
The Board asked if Respondent could not feel a dominant nodule whether or not CK was
agreeable, he woqld have been unable to do a fine needle aspirate in his office. Respondent
testified he could have done it under ultrasound guidance and he.does this, but a lot of t.imes he

refers the pat‘ient to the X-ray department so the appropriate lab slides can be prepared right
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there and dropped off at the Ialb' right next door. The Board asked if in his ofﬁoe examination' of
CK he felt the thyroid glandwas diffusely enlarged, clinically. Respondent testified he did. The
Board asked Respondent’s understanding of the normal wei'ght of the thyroid gland. Respondent
testified he would have to plead ignorance, but he knew it was extremely variable and dependent
on whether it is inflamed, enlarged or normal size and on cystic components, among other things.
The Board asked Respondent’s understanding of the normal size of a thyroid gland on
uitrasound. Respondent testified the size was variable. Respondent agreed there were a lot of
people with thyroid antibodies that have had or presently have active Hashimoto’s thyroiditis.
Respondent also agreed the key for the surgeon is to try and determine which of these multiple
people seen in the office will eventually require surgical intervention. |

16. The Board noted the different modalities Respondent offered CK are not really
equivalent — the morbidity that accompanies an open thyroid lobectomy is much greater than the -
morbidity that accompanies a fine needle asoirate that is done within five to six minutes in the
office under local or no anesthesia. Respondent agfeed. The Board asked the two entities in the
face of Hashimoto's thyroiditis that he was concerned about as far as neoplasm. Respondent
clarified the ABoard was asking as far as papillary carcinoma and as far as lymphoma. The Board
asked the accuracy on frozen section, in the hands of a competent pathologist, of the diagnosis of
papillary carcinoma. Respondent testified it depended on the amount of tissue presented for
revievy, the technique of preparing the slide, and the cytopathologyist. Respondent noted it was a
difficult diagnosis to make in light of chronic inflammation and he would say it would approach 98
per cent reliability, but in the face of chronic inflammation, it all changes. The Board asked if
Respondent believed it changes significantly for papillary. Respondent testified he could not give
an accurate percentage of how much it would change. Respondent agreed the pathologist had

. !
enough tissue to work with to make a diagnosis, depending on how many sections he made.
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17. The Board noted CK presented seveﬁ months after the surgery to the emergency
room with significanf inspiratory stridor and in severe respiratory distress requiring her to be
scoped wherein they found minimal glottic oﬁening, cord mobility severely limited, adduction and
abduction virtually nonexistent with an impression of bilateral cord paralysis. The Board also
noted in the interim and the period after the surgery Respondent performed, CK described her
voice as having a high-pitched “Mickey Mouse” sound to it and in Respondent’s written responses
to the Board he appears to not be willing to acknowledge there was a bilateral nerve injury. The
Board asked Respondent to explain the findings. Respondent testified the fact that it happened
seven months later, he was not saying that something did not happen at the time of surgery in
association with CK'’s severe inflammatory process and it does hlappen one to six percent of the
time in the United States and it can be due to thermal injury, to traction, to inflammation and
scarring, to direct trauma, énd to transaction. Respondent noted -CK alsb had chronic bronchitis,
seasonal allergies, was a former smoker, and presented to the emergency room with acute onset
of respiratory difficulty. Respondent tesfified he did not believe anyone could precisely ascertain
what happened to CK, but obviously something developed over time in association with an acute
episode and he was sure scarring and inflammation had to play a role. The Board asked if
Respondent Was saying he believed after everything tﬁ'at has transpired there was no iﬁjury
during surgery to either the internal or external branch of the recurrent laryngeal nerve.
Reépondent testified he was not guaranteeing that did not happen and he was willing to say
theoretically anything could make sense eveh though he identified the tw_o nerves and he is
willing to accept it as a possibility, but CK would not have responded the way she did in the
immediate post-op period if there was bilateral nerve injury.

18. The Board asked if perhaps identification of the nerves gave Respondent a false
assurance they were safe and out of harm’s way. The Board noted Respondent’s operative report

only indicates he identified the nerve, but nothing says he saw it again. Respondent testified he

10
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did trébe the nervé, but agreed something could happen during the surgical procedure, especially
in Iighi of the significant inflammatory process. The Bbafd asked what he thqught CK's outéomé
would have been or what he would have found if he had b’erforrned a successful fine néedle
aspirate of the dominant nodule in CK’s right lobe. Respondent testified a vast majority of fine
needle aspirates come back benign and there is a ten.to thirty percent chance that it is nobn-
diagnostic and it is recommended. he obtain tissue. Respondent indicated 70 to 90 percent qf the.
time, working backwards, there is a diagnosis of either benign or malignant. The Board asked |
Respondent to articulate what he believed was the most likely reason CK ended up with vocal
cord paralysis. Respondent testified there may have b_een.some type 6f injury to one side at the
time of surgery and with pfogressive §carring and inflammation at the site of surgery a second
nerve became involved.

19. The standard of care'for a patient with a thyroid nodule requires a surgeon to
perform a fine needle biopsy prior to proceeding withAa 'thyroidectomy and to recognize a nerve
injury may have occurred during surgefy based on the development of stridor in the recovery
room.

20. Respondent deviated from the standard of care when he proceeded with a
thyroidectorh'y without first performing a fine needle biopsy and when he failéd'to recognize a
nerve injury may have occurred during surgery.

21. CK suffered vocal cord paralysis and was subject to potential airway prObIems.

22. .The Board acknowledged CK may have refused to have the needle aspiration
biopsy, but noted a surgeon cannot let the patient dictate when surgery is performed and when it
is not.

CONCLUSIONS OF LAW

1. The Arizona Medical Board possesses jurisdiction over the subject matter hereof

and over Respondent.

11
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2. The Board has received substantial ‘evidence supporting the Findings of Fact
described above and said findings constitqte unprofessional conduct or other grounds for the
Board to take disciplinary action.

3. The conduct and circumstances described above constitutes unprofessional

cohduct pursuant to A.R.S. § 32-1401(27)(q) (“[alny conduct or praétice that is or might be

| harmful or. dangerous to the health of the patient or the public”).

ORDER
Based upon the foregoing Findings of Fact and Conclusions of Law, -
IT IS HEREBY ORDERED: |
Respondent is issued a Letter of Reprimand for failure to do a needle biopsy prior to
performing thyroid surgery and failure to recognize a laryngeal nerve injury post-surgery.

RIGHT TO PETITION FOR REHEARING OR REVIEW

Respo;mdent is Hereby notified that he has the right to petition for a rehearing or review. {
The petition for rehearing or review must be filed with the Board’s Executive Director within thirty
(30) days after service of this Order. A.R.S. § 41-1092.09(B). The petition for rehearing or review
must set forth legally sufficient reasons for grénting a rehearing or review. A.A.C. R4-1'6-102.
Service of this order is effective five (5) days after date of mailing. A.R.S. § 41-1092.09(C). If a
petition for rehearing or review is not filed, the Board’s Order becomes effective thirty-five (35)
days after it is mailed to Respondent.

Réspondeﬁt is further notified that the filing of a motion for rehearing or review is required

to preserve any rights of appeal to the Superior Court.

12
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DATED this __|I™  day of Mys\/ . 2008.

“mumum,,,’

W WED! ‘-'41

Ll
..

THE ARIZONA MEDICAL BOARD

Bﬁﬁﬂﬁ%

TIMOTHY C. MILLER, J.D.
Executive Director

ORI(}I&\JAL of the foregoing filed this
\\Mday of W 2006 with:

Arizona Medical Board
9545 East Doubletree Ranch Road .
Scofttsdale, Arizona 85258

Executed copy of the foregoing
mailed by U.S. Mail this

\Y™ day of %ug& , 2008, to:

Michael R. Golder

Shughart, Thompson & Kilroy, P.C.
3636 North Central Avenue — Suite 1200
Phoenix, Arizona 85012-0001

Frank lorio, M.D.
Address of Record
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