IN THE MATTER OF:
Michael Souza, MD
License No.: DO (1446
Case Nos.: €19-0652

CONSENT ORDER TQ RESOLVE IMMEDIATE COMPLIANCE ORDER AND
BOARD OF MEDICAL LICENSE AND DISCIPLINE CASE NO. 190652

Michael Souza, MD (“Respondent™) is licensed ‘as a physician in Rhode Island.
Respondent has no prior disciplinary action with the Board of Medical Licensure and Discipline
(“Board”™), The Board makes the following

FINDINGS

1. Respondent has been a licensed physician in the State of Rhode Island since June 8, 1994,
His primary specialty is Family Practice. His practice is located at 1278 Wampanoag Trail,
Riverside, RL

2. Respondent’s medical practice, Fast Bay Innovative Medicine, formerly Intellectual
Medicine 120 - East Bay (“LM. 120", is located at 1275 Wampanoag Trail, East Providence,
Rhode Istand. There; Respondent treats patients for various medical conditions. Per Respondent,
in his practice he employs both traditional and integrative approaches to medicine, the latter
offeting intravenous infusions of compounded sterile products (CSPs), medieal weight loss, and
other approaches.

3. On May 9, 2012, the Board aecepted a “position paper” which indicated the Board was
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adopting USP General Chapter <797> Pharmaceuticdl Compounding — Sterile Preparaiions
(“USP 797"), as the standard governing “sterile compounding performed by practitioners.”
Respondent was unaware the Board had accepted that “position paper,” adopting USP 797 and
was otherwise unaware that USP 797 applied to him and His office, as USP 797's Introduction
states that “{t}he standards in this chapter do not pertain to the clinical administration of
[compounded sterile preparations] to patients via application, implantation, infusien, inthalation,
jnjection, insertion, installation and jrrigation, which are the routes of administration.” .
4, Additionally, the Board recognizes the Rules and Regunlations for Pharmacists,
Phuarmacies, and Manufacturers. Wholesalers, and Distributors (216-RICR-40-15-1) (hereinafter,
the “Pharmacy Regulations™) as the applicable standard of care for the compeunding stetile
products by physicians. However, those Pharmacy Regulations do provide
In accordance with RI Gen. Laws sec. $-19.1-22, nothing in the Act [defined
elsewhere as R.L Gen. Laws Chapter 5-18.1, the statutory schetne enabling and
empowering the Board of Pharmagy] or this Part. [the Rhode Island Regulations
promiuigated by and governing the Board of Pharmacy] shall apply to any
practitioner with authority to prescribe who does not thaintain an open shop foi the
retailing, dispensing of medicines and poisons, nor prevent him or her from

administering or supplying his patients such articles as he orshe may déem fit and
proper.

2016-RICR-40-15-1.4.2A. Dr. Souza does not maintain an open shop for the retailing and/or
dispensing of medicines and therefore, did not understand that the Rhode Island Pharmacy
Regulations applied to him or his office.

5. Aceording to USP 797, preparation of CSPs must be done in an aseptic mamner in orderto
prevent serious infections in patients receiving any LV, fluids,

6. On April 15,2019, the Board received areport from the Rhode Island Department of Health
(“RIDOH™) Board of Pharmacy investigator (“Investigator™) relative to the Investigator’s April
15, 2019 inspection of Respondent’s sterile compounding (“4/15/19 Pharmacy Investigator
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Repert™). On May 21, 2019, fhe Board.opened its own complaint with respect to thal report.

7. The Investigator, who is a licensed pharmacist, noted during his inspection on April 15,
2019 that Respondent was not following USP 797 standards when preparing CSPs, in violation of
§ 1.’?.15{3} of the Pharmacy Regulations, which sets forth the general requirements. for-all risk
levels. of sterile compounding, and provides that “[tlhe pharmacist-in-charge shall ensure the
follawing activities are accomplished for all sterile compounding as ouilined in current USF
standards: . . . All CSPs shall be prepared in a manner that maintaing sterility and minimizes the
introduction of particulate matter ... .7

8, Additionally, the Investigator noted that Respondent had but was not using a Compounding
Aseptic Isolator (CAD) o maintain sterility or minimize introduction of particles: The Investigator
determined that Respondent’s failure to meet these standards represented an immediate threat to
the patients receiving compounded products, stating “/ feel he showld be ordered to stop
immediately until he can prepare these products according io USP standards.”

0. The Investigator observed that the centificate on Respondent’s CAI had expired on
February 28, 2019, and was last inspected for certification on August 1, 2018. The vestigator
observed, therefore, that more than six months had elapsed since certification of the CAL in
violationof USP 797, which requires that certification procedures be performed “no less than every
6 months.”

10,  The Investigator also noted that “{¢ fhe nurse who performs the compouriding stated ske put
the sterile gloves on, then put her hands in the isolator sleeves and her sterile gloves would go
inside the blue gloves attached to the isolator sleeves.” The Investigator, therefore, identified a
violation of USP 797, which requires, “Sterile gloves shall be the lasi item dormed before

compounding begins.” The Investigator noted, “The blue gloves are nof sterile and even if sprayed
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with sterile 70% isopropyl alcohol (sTO%IPA) they become sanitized but not sterile. The sterile
gloves need to [be] put on over the blue gloves atlached to the sleevey inside the IS0 3 chamber.

After the sterile gloves are on top of the blue gloves they may then be disinfected with s70%IPA if
deemed necessary.”

11.  The Investigator also noted that. according to § 1.7(E)4) of the Pharmacy Regulations,

“fa] written plan and schedule for the environmental moniloring procediires for viable

microorganisms shall be established and followed” and that “for sterile compounding areas nved
Jor low- and medium-risk preparations, a mipimum monthly evaluation shall be required” The
Investigator identified a violation of the above-refocrenced Pharmacy Regulation, observing that
the last monthly envirommental testing was completed on December 27, 2018, more than three
months previeus, and that Respondent had ceased using the CAl between January 15, 2019 and

April 11, 2019, and had not performed any environmental monitoring when use of the CAl

resunied,

12.  The Tivvestigator also noted that, according to USP 797, “TaJll compounding persomiel
shall successfully complete an mitial competency and gloved fingertip/thumb sampling procedure
(zero cfit) no less than three times before intially being alivwed 1o compound CSPs for human
use,” und that “[mjedia-fill lesting of aseptic work skills shall be performed initinlly before
beginning 1o prepare (SPs and at least annually thereafier for low- and medium-risk level
compounding.” The Investigator identified a violation of the foregoing, observing that *ftjhere

needs 10 be documented evidence [lab resultsf of three separate [gloved ﬁngeﬁip tests] GFT of
boih hands with zero growth, and one [media-fill test] MFT of the most complex compounding,

mediam risk before employees may compound,” which evidence the Investigator did not see.

13, The Investigator also noted that, according 1o USP 797, wefeaning and disinfecring surfaces
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inthe. .. CAls . . . shall be cleaned and disinfected frequently, including at the beginning of each
workshift. The Investigator added that */1/he one step EPA registered disinfectant cleaner should
be used everyday before compounding begins” and that [t Jhe daily disinjectant clecner should be
foltowed by applving s70%1P4 which must be allowed 1o dry before compounding begins,” The
Investigator identified & violation of the foregoing, observing that Respondent’s cleaning lops are
blank relative to completion of menﬂlly one-step disinfectant cleaning and monthly sporicidal
cleaning. The Investigator also identified areas of convcern relative to adhersnce to cleaning,
disinfecting, and sterilizing procedures, relative to the availability and location of 570%IPA in the
direct compounding area and observance and documentation of the “specific isolation timé to leave
items broz;g_?u_ Jrom. outside the CAI and placed Into the ISQ 7 ante-chamber-of the CAIL” in
accordance with USP 797,

14, The Investigator also noted that, according to § 3.?(!-3(_5') of the Pharmacy Regulations,
“fw jhen above action level resulis for viable sampling are discovered. the pharmacy shall keep
records of viable sampling reports and remediation actioris and have such records readily
retrievable for Board inspection for a period of two (2} years.” The Tnvestigator identified a
violation of the foregoing, observing that above action level results had Been discovered on
October 24, 2018 and December 27, 2018, but that Respondent had not implemented a corrective
action or remediation plan in either case.

15.  Based on the foregoing, the Director of RIDOH {“Director™) issued an Immediate
Compliance Order (“1CO™) on April 25, 2019, ordering Respondent 1o “immediately ceuse
preparing and or administering any sterile compounded product,” warning that fflailure to
sirictly comply with this Intmediate Compliance Order without writfen consen from the Director

could result in disciplinary action including summary suspension of license.”
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16.  Inlis written response io the Board, Respondent stated that he stopped following USP 797,
because-he ‘was advised by Dr. Stephen Petteruti, who presented himself to an Investigative
Committee of the Board as medical director for LM, 120, that was not required to do so.
Respondent explained in that written response that in early January 201 9, Dr. Stephen Petteruti

contacted me and indicated that, based upon his investigation and information he
obtained, use of the CAl was not required in my office, and its use was being
discontinued at the Intellectual Medicine drip bar in Warwick. After investigating
the issue further on my own, T undersiood that neither chapier 797 of the United
Statés Pharmacopeia (“USP 7977), governing pharmaceutical compounding, nor
the Rhiode Istand statutes and regulations governing pharmacies and compounding
applied to or required use.of a CAl in physicians’ offices. For exariple, USP 797
states in 1ts Introduction that “Jt]he standards in this chapter do not pertain o the
clinical administration of [compounded sterile ‘prepatations] to patients via
application. implantation, infusion, inhalation, injection, insertion, installation and
irrigation, which are the routes of administration.”” Moreover, T am informed that
both the Rhode Island statutes and regulations governing. pharmaceutical care.
including the compounding of medications, expressly state that nothing contained
in those statutés or regulations “shall apply to any practitiotier with autherity to
prescribe who does riot maintsin an open shop for the retailing, dispensing of
medications and poisons, nor prevent him or her from administering or supplying
to his patients such articles as he or she may deem fit and proper.” R.LGenLaws
§ 5-19.1-22 and 2016 RICR 40-15-1.4.2.A. T do not maintain an open shop for the -
tetailing or dispensing of medications. Further,1am informed that the Rhode Istand
Board of Pharmacy regulations governing compounding, to which [the Inspector]
refers, repeatedly refer to the obligations of the “phatmacist-in-charge” to ensure
that “pharmacies” comply with various compounding standards of the United States
Pharmacopeia. 2016 RICR 40-15-1.7.B, C and D. My office is not 2 pharmacy
and we have no pharmacist-in-charge.

I also understood that other infusion centers and a multiwde of other
physicians, such as ofthopedists, pain management specialists and dérmatologists,
have historically aseptically mixed multiple ingredients for injection into patients
in their offices without the use of & CAT or otherwise following the requirements of
USP 797 or Rhode Island stanes and regulations governing pharmacies and
compounding. Like those other physicians, ] believed we could aseptically and
safely mix IV drips for administration in our office. Moreover, the use of the CAL
was time-consuming and cumbersome and often delayed the administration of IV
‘drips to the consternation of patienits, As a result of all of this information and m
an effort to more efficiently serve our patients, I decided to discontinue the use of
the CAl and mid-January, 2019 and commence. aseptically mixing ingredients for
adiministration of IV drips in the same manner as other infusion centers and similar
+6 the numerous other physicians that aseptically mix multiple Ingredients for

Page 6 of 18




injection into their patients in the office.

17.  Ivaddition, on May 9, 2019, the Respondent submitted to the Board and the Investigator a

Corrective Action Plan that addressed and resolved all of the Investigator’s concems and noted-

areas of noncompliance as a result of his April 15, 2019 inspection. That Corrective Action Plan
documented that on the day after the inspection, April 16, 2019, the Respondent had
Environmental Testing performed on the CAl, which passed all testing and as a result 'was
yecertified. The Corrective Action Plan also confirmed that environmental testing of the CAl was
scheduled to be performed monthly thereafter, The Comrective Action plan. also indicated that as
@ result of the Investigator’s concerns, sterile gloves were placed over the isolator sleeves in the
CAL The Corrective Action Plan also included documentation that on September 4, 2018, before
they commenced any compounding, all compounding personnel had successtully completed initial
competency and gloved fingertips/thumb: sampling testing at least three: times. The Corrective
Action Plan detailed how the Respondent's office had instituted all the cleanibg and sterilization
methods and documentation thereof referenced by the Investigator. Lastly, the Cormrective Action
Plan detailed and documented how the CAT was cleaned and sterilized after each of the two
instances when environmental testing showed above action level growth of organisms-and that.
environmental testing thereafter showed no action level growth of organisms, demonstrating that
the cleaning and sterilization procedures implemented had been effective

18.  OnMay 16, 2019, the Investigator indicated that he “approve[d] of everything written” in’
the Corrective Action Plan, and on May 17, 2019 the Cotrective Action Plan was accepted.

19.  On July 11, 2019, the Iﬁvesﬁ_gak}r conducted a follow-up inspection of Respondent’s
practice and found no violation of the Corrective Action Plan. any Pharmacy Regulation or USP

797. The Investigator has indicated that he was not aware of any ongoing compounding at that
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{ime. The Board was informed that Respondent and his compounding nurse believed the
thvestigator was aware that compounding was taking place at the time of the inspection for a
vumber of reasons. First, while the Investigator was performing his inspection, a patient was
receiving an IV infusion of a C8P in his plain sight. In addition, during the inspection, when the
Respondent’s compounding nurse turned on the CAl in the Tnvestigator's presence, he asked her
if she was going to compound products for IV infusions. She indicated that shie was. At thetime,
within the CAI wete sterile produets for to be gompounded for IV infusions. The investigator then
asked the Respondent’s compounding nurse how Jong she typically left the CAl onand operational
before compounding IV infusions in it, and they discussed the required amount of time- that the
CAI should be on and operational before compounding was performed inside: Subsequently
during that inspection, the Investigator went to the CAl itself and found affixed to it the.
marufacturer’s instruetions on the required amount of time the CAT should be on an operational
before compounding. The Investigator then showed those instruttions to the compounding nurse.
20.  In June 2019, the Board was contacied by Harvard Pilgrim Health Care (“Harvard
Pilgrin’), a third-party payer, regarding Respondent’s campliance with the ICO. Harvard Pilgrim
forwarded to the Board a letter sent by Respondent to Harvard Pilgrim, which letter an
Investigative Committee of the Board found erroneously stated that Respondent had been
“authorized [By RIDOH] to continue mixing r:sz administering IV fliids” On July 25, 2019, the
Board’s legal counsel informed Respondent’s attorney about that finding by the Investigative
Committee. The Board's legal counsel was informed orally and in writing that it was Dr. Souza’s
undetstanding that the exptess approval of his Corrective Action Plan authorized hirtt to continue
compounding sterile produets and administering thern intravenously and that understanding was

comfirmed by the Investigator's July 11, 2019 inspection when sterile products were clearly being
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compounded and administered intravenously and the Investigator neither found nor cited
Respondent for any violation, as he had during his prior inspection.

21, OnAugust 28, 2019, Respondent appeared before an Investigative C ommitiee of the Board
and admitted that he had resumed compounding and had been admiinistering sterile compounded
pharmaceuticals to 20-25 patients a week for the past 3 months. Despite not having the written
consent of the Director to resume compounding, Respondent represented to the Investigative
Committee that he believed he was allowed to resume compounding because the Investigator had
accepted his Corrective Action Plan and had performed a subsequent inspection without any
violations while sterile products clearly being compounded and administered intravenously.

22, Based on Respondent’s letier to Harvard. Pilgrim and Respondent’s admission 1o the
Investigative Committce to the effcct that he has resumed sterile compounding without written
authorization of the Director; the Investigative Committee concluded that Respondent violated the
terms of the 1CO.

23, OnMay 19, 2020, upon request. of the Board, RIDOH Board of Pharmacy inspecfors
{“Inspectors 2 and 3} conducted 4 follow up inspection of East Bay Innovative Medicine. On
May 28, 2020, Inspector 2 provided a narfative report of the inspection to the Board, which report
confirmed that Respondent had resumed the compounding of CSPs and administration of such
CSPs to his patients. Inspectors 2 and 3 reported that the compounding was being performed by a
registered nurse, employed by Respondent.

24, Inspector 2 noted several observed deficiencies in his report.

25.  Noting that § L.7(A)(6)(a) and (b} of the Pharmacy Regulations require that all CSPs be
labeled with the “[clomplete list of active ingredients” and “assigned beyond-use date [‘BUD']",

and that § 1.7(C)(4)(e) additionally requires inclusion of the “amounts or concentrations” of all
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active ingredicnts on the label, Inspector 7 reported, “There were no in-process verification steps
10 emure the accuracy of the CSP. Verification that the proper dosages of medications were
injected into the IV bag should be done by the responsible licensee, who is a licensed pharmacist
or physician, and whe assumes responsibility for the completed CSP. Use-of Componnded Sterile
Product {CSP) thar has incorrect active ingredients or concentrations could put the patient at risk
for serious adverse health outcomes, [Inspectors 2 and 3 witnessed CSP . . . that was not labeled
in-accordarice with the aforementioned regulation. [Inspectors 2 and 3] viewed ¢ complered CSP
1V bag that was labeled with @ marker and did vot include a BUD (Beyond Use Date aka
Expiration Dot} or a list of the concenirations of AFI factive pharmaceutical
ingredients/medications) contained in the CSP. Theuse of a CSP . . . that has passed its BUD..
. increases the risk of bacterial growth in the CSP and puts patient at risk of severe adverse heolth
outcomes.”
26.  Inspector 2 subsequently indieated that neither Respondent nor a licensed pharnacist or
physician is required to verify the dosages of the sterile products being compounded. Further,
USP 797 has no such requirement and instead, states “[¢cJompounding personnel shall visually
confirm . that ingredi'ents measured in syringeés match the written order being compounded,
Preferably, a person other than the compounder ¢can verify the correct volumes of correct
ingredients were measured to make eaeh CSP.”
7.  Additionally, Inspector 2 noted that, pursuant to § 1.3(B}I)d) of the Pharmacy
Reguiaﬁens, “Positive sterility test results shall prompt a rapid and systematic- investigation of
aseptic technigues, environmental controls, and other sterility assurance controls to identify
sources of contamination and correct problems in the methods or processes.” and that, pursuant

to.-§ 1.7(CY3) of the Pharmacy Regulations, “Pharmacies that compound CSPs shall implement o
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formal quality assurance program for monitoring, evaluating, correcting and improving
activities, sysiemi and processes that suppori the preparation of CSPs.” Relative toRespondent’s
compounding operation, Inspector 2 repotted, “The facility does nat have a Quality Assurance
Progrimm in place to identify sources of contamitiation, review of aseptic technigues ov monitoring
of environmental controls. This facility had a positive bacterial result for Coagulase Neguative:
Staphylacocews (4 colony forming tinits aka CFUs) growth in the {CAI] on 92019 The actionable
level bacterial growth was detected on the lefi compounding sieeve thal the compounder inserts
their hand into and wilizes 10 manipulate the compeunding of sterile pmd_ﬁ(:afs within the Direct
Compounding Area (DCA) of the controlled environment of the CAL There was ng subsequent.
investigation by this facility of the aseptic techniques, disinfection process or. envirommenial
controls to detervine how bacteria was introduced into the sterile field. This type .ofz’mesﬁgafiaﬁr
is part of a quality assurance program, which there was ne documentaiion of at this facility,
Bacterial growth in the [DCA] of the {CAl] is a public health hazard that can lead to serfous
adverse hoalth risks for the patient up ip and mcluding infury or death.”

28..  Subsequent to the Inspection, Respondent provided to the Board, documentation that had
been in Respondent’s Compounding Binder reviewed by Inspectors 2 and 3 but not seen by them
that detailed that on September 12, 2019, the day Respondent received the environimental testing
report which showed above action level growth of Staphylococcuson the left compounding sleeve,
Respondent’s compounding murse triple cleaned and sterilized the CAI, ordered via overnight
delivery two new compounding sleeves, tripled cleaned and sterilized the CAl after installation of
‘those new compounding siceves and scheduled the CAI for zepeat envitoninental testing on-
September 30, 2019. Respondent also provided to the Board the results of that September 30,

2019 environmental testing, which demonstrated no bacterial or other organism growth anywhere
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within the CAL

29, Additionally, Inspector 2 noted the requirement, pursuant 1o § 1.7(B)(2} of the Pharmacy

Regulations, that even “Low Risk CSPs shall have qudlity assurance praciices that shail inchide,

at & minimum; routing disinfections . . . visual confirmation that personnel are properly garbed;

orders reviewed 1o ensure the correct identity and mount of the ingredients used”” Inspector 2

reported, “The SOP (siondard operating procedure) for this facility states that an EPA Registered:
One Siep Cleaner is to be wiilized each morning followed by T0%.IPA {Isopropvi Alcohal). During
this inspection, the compounder sioted that she cleaned in the morning with only 70% IPA

(Isopropyl Alcohol).  This is not the appropriate standard for cleaning the CAI and the

compuunder is not following the SOP for this facility. Improper disinfection con lead to growth:
of bacteria and mold. This.can lead to continued growth of these organisms within the {DCA] of
the CAI. . . and can contaminate [CSPs . These contaminated {CSPs] can cause serivus adverse

health risks to the patient wp to and including injuwry or death.  This Jacility did not have &
compounding log. 4 compounding log is important t© identify the date of when a products was

wmiade. the BUD ., the. APL. .. and their NDC and Iot mantbers) were utilized, the concentration

of each ingredient, and the person who compounded the CSP. The compounding log is wtilized fo

tdertify patients that could have received contaminated producis from g novi~stertle enviromnent

in the CAI. . . or who could have rece ived a produet that was compuunded with aa AP . that

was part of a marnfacturer recafl.”

30,  Despite the fact that § I_.?{B){E}. of the Pharmacy Regulations does not” contain any

requirement for 1 compouriding log with the information described by Inspector 2, subsequent to.
the inspection, Tispectors 2 and 3 and the Board were informed that the information Inspector 2

indicated should be in a compounding log is in fact entered into and maintained in a patient’s
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record for each CSP administered intravencusly.

31.  Additionally, Inspector 2 noted the requirement pursuant to § L7.1 of the Pharmacy
Regulations that “pefritten procedures outlining . . . monitoring for proper function . ... shall be
established and followed for all equipment, apparatus, ond devices used in the preparation of
CSPs,” and the requiremient set forth in USP 797, relesive to “Establishing and Maintaining:
Pressure Differentials,” that * ftThe gualitative results from the pressure monitoring device must
be reviewed and documented at least daily on the days when compounding is oceurring.” Inspector
2 reported, “The CAI . .. this facilin: was found &o not be monitored for pressure differential
readings and no record or log is maintained, Pressure differentials are wiilized to maintain the
sterility of the CATL. . . envirenment as well as control the particle eounis io the correct IS0 5 Level
famount of particles per unit of air). Failure to monitor pressure differentials increases the
likelihood of the introduction of particles carrying bacteria or fungus into the sterile compounding
environment. The compounder {(wha is the lead compounder) was unawdre of the gouges on the
CAT. | . and was unsure what the values represented or how to determine proper Sfunctioning of
the CAL This lack of knowledge puts the integrity of the CSP at risk of bacterial or fungai
infiltration. This is a public heaith hazard that can lead to serious adverse health risks for the
patient up to and including injury or death”’

3, USP 797 requires a “pressure gauge or velocity meter {to] be installed to monitor the

pressure differential or airflow between the buffer ares and ante-area. and the ante-area and the.

general environment outside the compounding area. The results shall be reviewed and documented
omalog at Jeast every work shift . . . or by a continuous recording device,” However, Respondent's
CAl is a type for which USP 797 does not require either a buffer area or an ante~-grea as those

terms are defined. For this resson and because the prior Rhode Island Board of Pharmacy
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Investigator had never raised an issue concerning or cited Respondent for anything to do with
pressure differentials, Respondent did not beliove that any record-or log of pressure differentials
was required and instead, understood that the pressure gauges and abrormal pressurc alarm on the
CAI could be relied upon for appropriate pressure differentials fo maintain the required IS0 Class
5 environmeni.

33,  Rased on the foregoing, an Investigative Committee of the Board found Respondent
violated R.I. Gen. Laws § 5-37-3.1(19). which defines “unprofessional conduct” as including,
“[ilncompetent, negligent, or willful misconduct in the practice of medicine which includes ihe
rendering of medically unnecessary services, and any depiarture from, or the failure to conform
to. the minimal standards of acceptable and pmwﬁfﬁg medical praciice in his or her. aveq of
experfise as is determined by the board,” and RI Gen. Laws § 5-37-5.1(24), which defines
“unprofessional conduct” as including, “[vlioluting any provision ar provisions of this chapter or
the rules and regulations of the hoard or any rules or regulations promudgated by the director or
af an action, stipulation, or agreement of the bomrd ™

Based on the foregoing, the RIDOH, the Director, the Board antd Respondent agree s
follows:

1. Respondent admits to and agrees 1o remain under the jurisdiction of the Beard.

2. Respondent has agreed to this Consent Order and understands that it is subject to final
approval of the both the Director and the Board and is not binding .on Respondent until final
ratification by both.

3. If ratified by the Director and the Board, Respondent hereby acknowledges and waives
with regpect to.the matters this Consent Order resolves:

& The right to.appear personally or by counsel or both before the Board:
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b The right to produce witnesses and evidence on his behulf at a hearing;

C. The right to cross exantine witnesses;.

d. The right to have subpoenas issued by the Board;

e. The right to further procedural steps except for those specitically contained herein;

18 Any and all rights of appeal of this Consent Order;

g. Any objection fo the fact that this Consent Order will be presented to the Director and the
Board for consideration and review; and

h. Any Gbjection that this Consent Order will be reporied to the Nationa] Practitioner Date
Bank and Federation of State Medical Boards and posted to the RIDOH public website. .

4, Respondent agrees fo pay, within 120 days of the ratification of this Consent Order, an

administrative fee of § 4752.87.00 for costs assoviated with the investigating the above-referenced

complaint. Such payment shall be made by certified check, made payable to-the “Rhode Island

Geperal Treasurer.” and sent to Rhode Istand Department of Health, 3 Capitol Hill, Room 203,

Providence, RI 02908, Attn: Lauren Lasso. Respondent will send notice of cotfipliance with this

condition to DOH.PRComphiancei@health.ai.goy within 5 days of submitting the above-referenced

payment,

5. Respondent hereby agrees to this reprimand on his physician license.

&. Resporident has stopped compounding all sterile products while the terms of this Consent
Order were being addressed. Prior to resuming sterile compounding, Respondent shall have his
office compounding program inspected by a Board-approved monitor. Respondent may resume
compounding sterile products when that monitor provides a written repott to the Board opining
that Respondent's operation to compound sterile products is USP 797 compliant anil that therefore,

resuming sterile compounding is appropriate. Respondent also shall retain, at hig own expense, @
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Board-approved moniter, which monitor shall no Iess than quarterly, for a period of three years
from the ratification of this Consent Order, inspect and review Respondent’s practice to ensure
compliance with applicable laws, regulations, guidelines, and the overall standard of care, with
respect to the compounding of sterile products. The first inspection shall oceur within 90 days of
ratification of this order. If all reposts are favorable for the first 2 years, Respondent may request
the third year of monitoring be waived. Respondent shall ensure that the monitor prepares a report.
relative o Respondent’s compliance pursuant to each inspection. Such reports are to be sent

directly to the Board at DOILPRCompliance/@healthaiyoy by the fificenth day of the month

following the applicable quarter.

7. The Immediate ‘Cemplianee Order referenced above, dated April 25; 2019, is hereby
vacated and of no force and effect.

8. Thie Board Case No. C19-0652 is hereby finally concluded and closed. In addition, the
Board. the Director, and the RIDOH, including any of its boards, departments, agencies or
subparts, stipulate and agree that this Consent Order resolves and prectudes any or all of them from
taking or pursuing any action of any kind, including but not limited to regulatory,. licensure,
disciplinary, adjudicatory, prosecutorial and/ot the filing of any legal action in any Court or other
body, relating in any way to compounding or any action connected withor related to compounding,
which occurred prior to the date this Consent Order is ratified and exccuted by the undersigned,.
by Respondent, Respondent’s medical practice, andfor any person ot entity for whom Respondent
could be deemed responsible. . The purpose of this paragraph is to permanently and finally resolve
for Respondent any and all compounding issues, violations or actions of any kind that occurred-

any time prior to the date hereofl
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9. I the event that any era of this Consent Order iy paragraphs 1-8 immediaiely above is
violated. after mtificd and approved, the Disector shall have the discretion to impose further
discipliniary swtion pursuant o L Gien. Faws §§ 5-37-5.1 through 5-37-6.3, including immediate
suspension of his medical icense pursuant to and as permitted by R.1.Uen.Laws §§ 5-37-8 and 42-
35:14{c). 1f the Director imposes further disciplinary aciion, Respondent shall be given notice and
shail have the right to have an administrative hearing within twenty (20} days of the suspension
and’or further discipline or any jesser time period permitted by law or regulation. The Director
shall also have the discretion fo request an administrative hearing afer notice to Respondent of &
violation of any term of this Consent Order. The Board may suspend Respondent’s licénse or
impose-further discipline as described above if any alleged violation is proven by a preponderance
of evidence. Any administrative hearings, whether initiated by the Director or the Respondent,
chall be conducted in accordance with R.I.Gen.Laws §§ 5-37-5.1 through5-37-6.3 or
R.ILGenLaws §§ 5-37-8 and 42-35-14{c) the Rules and Reguiations for the Licensure and
Discipline of Physicians (216-RICR-40-05-1), the Rules and Regulations for Practices and
Procedures Before the Rhode Island Department of Health (216-RICR-10-05-4), and applicable
provisions of R.l. Gen. Laws Chapter 42-35 and § 42-35-9 through 42-35-13. Any discipline
ultimately imposed pursuant to this paragraph is appedlable pursuart 10 Rhode Island Gen. Laws

§§ 5-37-37 et seq. and 42-35-15 et seq.
[SIGNATURE PAGE FOLLOWS]

. s
Signed this_ " day of ~J cn€ 2020,
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Ratified by the Riodé Jsland Department of Health and the Board of Medical Licensure and
Discipline on the /' 71~ day of __ FAe 2020,

N _ MD, 'y by /
| | - P AP

Rhode island Department of Health T,W@‘W/ M//

3 Capitol Hill, Room 401

Providence, RT 02908
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