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Case: Reginald Shampe, DO
File #51-134837

LICENSEE INTERVIEW

Address: 15801 W. McNichols
Detroit, Ml 48235

Telephone#: N

Professional #: 51-01-010839

Identified By: Previous Meeting

Interview Date: February 23, 2015
Location of Interview: Cadillac Building, Detroit

Also Present: Michael Sharpe, attomey.

BACKGROUND

The licensee specializes in Obstetrics and Gynecology. He has been licensed with the
State of Michigan since 1989. He is currently working for Summit Medical Clinics.

The licensee has retained the legal representation of Michael Sharpe (R
[}/ misharpe2003@yahoo.com).

STATEMENT

The licensee began working for Jacoh Kalo, MD who owns Women's Center of
Southfield located in Lathrup Village in June 2013 until approximately February 2014.
The licensee did not have a written contract for employment with Dr. Kalo. The licensee
performed pregnancy terminations at Dr. Kalo’s clinics.

The licensee informed that he performed the termination for patient

occurring on | This was a two day procedure in which
presented herself to the Lathrup Village Clinic on in which an uitrasound
was performed which indicated that she was gestation. The licensee
stated that on || he provided the ultrasound or provided the patient the
opportunity to view the ultrasound to confirm pregnancy. He spoke with the patient
about the procedure which included risks and complications. The patient signed
consent forms for treatment. || to begin the procedure. Due to the
locstation of the fetus, the termination procedure is two day. One day to insert the
Laminaria which is used to expand the cervix, the mouth of the uterus, before certain
medical procedures. They place a layer of laminaria directly inside the cervix, the “neck”
of the uterus. This layer of laminaria is sometimes called a “tent.” The purpose of the
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This was a two day procedure which consisted of the Laminaria insertion on [ ]
B The patient received sedation for the insertion of the Laminaria which was
injection of i} therefore providing twilight sedation. However, the medication
administration record indicates that the [} was delivered via {V. The licensee
acknowledged the error in the record indicating that the [} was not administered
via IV rather it was routed via injection. Refer to attachment #2 page 13.

The licensee informed that on ||} he verbally counselled the patient

informing her of the risk and complications of the procedure, signed to
appropriate consent forms for treatment.
I oiesenied herself to the Lathrup Village location on , for the

second step of the procedure which was the D&C. [l was provided the sedation
of to refax and [ili] for pain via injection. Vitals pre procedure was BP
, Pulse was . and temp was The licensee informed thati this
patient also had her vifals monitored via machine. However, he does not see the
patient vital monitor strip sheet attached in the patient record. The licensee stated that
the patient was maonitored yet the sheet does not appear in her record, Refer to
attachment #2.

The licensee informed that the procedure was going pretty well.

. He viewed the :
The licensee explained that the procedure is performed with an ulirasound and he was
able to see the . He uses
but due to at
the clinic and therefore around 9:50am (the procedure started approximately 9:00am)
EMS was called to transfer the patient to Botsford Hospital fo
EMS transported the patient from the facility to the hospital around 10:25am. Refer to
aitachment #2 page 9. The licensee informed that the patient was transferred via
stretcher to the ambulance through a door that leads from the facility procedure area to
the main entrance. of the building. The patient is not transferred out through the facility
waiting room. The licensee denied that the patient was transferred out of the building
through a back door.

He viewed the

The licensee stated that he contacted the ER physician informing that the patient was
being transferred and the status. The licensee stated that at the time of transfer the
patient was stable. The licensee spoke with the surgeon at approximately 12:23pm who
informed that the patient had not been taken to surgery yet because of the busy surgical
schedule. The licensee stated that he was worried of
At 6:11pm, he spoke with the hospital who indicated that surgery had
begun. At 8:00pm, he spoke with the surgeon whe informed that the patient underwent

-. Refer to attachment #2 page 24.
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The licensee explained that the patient was There was
that would be associated with the procedure however he feels that the
as due to the delay in
surgical interventicn at the hospital. The licensee does not deny that during the
extraction procedure He explained that this
could have occurred because

or that because the

The licensee does not recall the name of the medical assistant that was present during
the procedure and he does not recall if a nurse was present during the procedure.
Review of the medical record does not indicate a nurse signature. Refer to attachment
#2.

The licensee stated that he spoke with the patient when she was done with surgery.
The patient was grateful that the situation was recognized so quickly and treatment was
provided quickly. Refer to attachment #2 page 24. The licensee informed that on the
progress notes where he indicated ali his contact with various hospital personnel or the
patient, he spoke with these people.

The licensee stated that the situation with [} was compiication that was
explained that possibly could occur. He felt that he recognized the sifuation and took
proper steps to provide care.

The licensee added that he had provided numerous terminations to patient that did not
have complications and he has provided a safe service 1o those seeking this procedure.

The licensee stated that he never spoke with an inspector with the State of Michigan
about these two patient care situations.
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on Drs. Kalo and Sharpe that are under investigation and tha! the Boards of
Medicine, Osteopathy and Nursing will review the information.

On February 26, 2015, this Investigator emailed Ms. [l 2 redacted sheet of
B rccord asking to confimn her signature. As of date, Ms. i} has failed to
rovide this Investigator the information as to whether or not it is her signature. Ms.
has failed to respond to further request for inforration regarding the signature in

the record of [N -
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7. Does it appear that the licensee’s conduct was a violation of general duty, consisting of negligence

or failure to exercise due care, including negligent delegation to aor supervision of employees or

other individuals, whether or not injury results? Please explain.

Response: All of the care provided related to provision of sedation was negligent and below !

standard of care. Other individuals in the facility were involved with this care and the licensee did

not set the appropriate standard for accepfab!e: care related to sedation.

£. Does it appear the licensee’s conduct was a departure from, or failure to conform to, minimal

standards of acceptable and prevailing practice for the profession, whether or not actual injury to

an individual occurred? Please explain.
Response: The D&E procedures were appropriate and || ] ] ]l s 2» accepted complication.

Risk of | is decreased by appropriate || NG 5t2ndard

of care was not achieved for provision of sedation for both patients. The pictures of the patient
being loaded into the ambulance (Jll } did not show any concerns to me. | listened to the
audio recording of the 911 call from the clinic and information/urgency was supplied correctly

during the call.

9. If during your review, you identify other issues or potential violations of the Michigan Public I

Health Code and/or Administrative Rules that have not been addressed, please include them in

your written report.

Response: Mo other issues were identified.
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’ STATE :cmem
RICK SNYDER DEPARTMENT OF LICENSING AND REGULATORY AFFAIRS STEVE ARWOCD
GOVEHNOR BUREAU OF HEALTH CARE SERVIGES + DRECTOR
July 3, 2014
Women's Center of Southfield (636949)
C/O Pam DiMaggio
28505 Southfield Rd

Lathrup Village, M! 48076

SUBJECT: Second Annual Follow-Up State Licensure Survey Findings for Above-
Referenced Agency |

Dear Parn DiMaggio:

A second annual follow-up state ficensure survey was attempted on June 17, 2014 at
Women's Center of Southflield located at 28505 E. Southfield Rd., Lathrup Village, MI
48076.

Upon entering the facility the surveyor found an unstaffed reception desk. After multiple
attempts t¢ call out to personnet with no response the surveyor placed a call to the
phone number listed on Dr. Kalo's business card that was found on the counter. The
respondent stated that the staff were in the back doing a procedure. Shortly after the '
call a medical assistant came to the desk and confirmed that they had just finished a
procedure. When the surveyor asked if 2 Registered Nurse was in the facility she stated
no, only two medical assistants and the physician, Dr. Sharpe.

The surveyor accompanied by the medical assistant went into the PACU to find the
patient unattended. In the next room Dr. Sharpe was on the phone and the second
medical assistant was working with the specimen and instrumantation used during the
procedure. When the surveyor inquired regarding when the patient had been scheduied
for the procedure, it was discovered that the patient had been seen at another dlinic of
Dr. Kalo's several weeks earlier, and then put on the schedule for the Lathrup Village
clinic. This should have allowed adequate time to arange for a registered nurse to be
on site for provision of care as required by Rule R325.3840 (2). (During the previous
survey on April 28, 2014 the facility provided paperwork for a Registered Nurse that had
been hired by the facility, and was supposed to be warking on the days when
procedures were scheduled.)

The absence of nursing care prevents the facillty from achieving compliance with Rule
R325.3847 (h) which requires the medical record to contain nurse's notes that include
yital signs pre & post operatively, color, appearance & other relative observations.
Surveyor examined the patient’s medical record and found no such documentation.

PO BOX 30664 + LANSING, MICHIGAN 48809
www,michigan govhealthfacilities « {517} 241-1870
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R325.3842 remained out of compliance as the narcotics log could not be documented
correctly with only one licensed health professional within the buiiding.

The surveyor was unabie o assess whether corrections had been made to Rule
R325.3836 because Dr. Kalo and the office manager were not at the facility.

After completion the third facility survey since December 2013, the facility still remnains
out of compliance with state licensing rules: R325.3836, R325,3840, R325.3842, and
R325.3847. Please refer to survey letters dated January 8, 2014 and April 29, 2014.
Your facility license renewal has been placed on held. if the facility does not take
immediate action to correct the deficiencies, the department may take additional action
against the license. Feel free 10 contact Jay Calewarts at calewartsi@michigan.gov or
by phone at {(517) 241-2640 if you have any questions.

Pam Lindsey, RN, BSN, Surveyor
Licensing and Regulatory Affairs
State Licensing Section
LindseyP@michigan.qoy

(P): 517-897-2093

(F): 517-241-3354

PO BOX 30664 + LANSING, MICHIGAN 48509
www.michigan. goviteaithtucilities « {517).241-1970

File #51-134637
Attachment #1-page 3 of 7




. File #51-134637

“RETROPLEN: W10,

NS LG RIOL S POS B L

[ ki

Mich Dapl OF Licansing & Reg Aftalrs
BHCA

Health Profsstdondl Divison

PO Bor, 30454

Lbonsing, MI 489087954 b e

;;@q..'mumdmumg,],,m,1..1.|1|;dpu!!h|"lI*llﬂt"“"'"‘__ -

File #51-134637
. . - Attachment #1-page 4 of 7




o File #51-134637
. ' _Aftachment #1-page 5 of 7

Daneen Nunez {investigator)

Cadifiac Place

State of Mich/ Department of Licensing & Reg. Affairs
3028 W. Grand Boulevard

11 th Floor, Suite 400

Detroit, M] 48202

August 25, 2014
Dear Ms Nunez,

Enclosed is a copy of the most recent FSOF survey for the Women's Center in Southfield., {aka
Lathrup Village.)

Reginald D, Sharpe, whom you are investigating, is mentioned in the survey. | balieve based
upon the notes of Pam Lindsey, RN, BSN, Surveyar, Sharpe is again in violation of the Michigan
medicaf code.

He did an abortion, probably late term, {i base this on the circumstances surrounding this
termination and Pam Lindsey's notes) without henefit of an RN.

Yes, | know this facility belongs to Jacob Kalo, But, Sharpe was the only licensed medical
professional in charge. He was the only one with authority. Sharpe should know through his
own experience, his own mishaps, that there needs to be an RN there when he does these
procedures, It’s state law,

Pam Lindsey lookad at the patient records and found no decumentation for vital sign, pre &
post ap cire, colar, appearanca and other relative observatians.

| thank you for looking at this. | hope it helps your investigation,

File #51-134837
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R325.3842 remained out of compliance as the narcotics log could not be documented
correctly with only one licensed health professional within the building.

The surveyor was unable to assess whether corrections had been made to Rule
R325.3836 because Dr. Kalo and thé office manager were not at the facility.

After completion the third facility survey since December 2013, the facility still remains
out of comptiiance with state ficensing rules: R325.3836, R325.3840, R325.3842, and
R325.3847. Please refer to survey letiers daied Januvary 8, 2014 and Aprit 29, 2014.
Your facility license renewal has been placed on hold. If the faciiity does not take
immediate action to correct the deficiencies, the department may take additional action
against the license. Feel free to contact Jay Calewarts at calewartsi@michigan.qov or
by phone at (517) 241-2640 if you have any questions.

Pm ‘C\(m d.ug,f

Pam Lindsey, RN, BSN, Surveyor
Licensing and Reguiatory Affairs
State Licensing Section

LindseyP @ michigan.goyv

(P): 517-897-2093

(F): 517-241-3354

PO B0X 208454 « LANSING, MICHIGAN 48309
www.michigangovtealthfacliies « (517} 241-1870
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Misoprostol (Cytotec).a prostaglandin medication- Guidelines | A Cf

LMol
Patients who are between 14-24 weeks gestation. or at the discretion of the /L'f’_n
physician, may be required to have Misoprostol to aid in the cervical dilation ! C\{’
process. Misoprostol is given to dilate and soften the cervix. The patient may &

require the use of laminaria OR Misoprostoi only to prepare the cervix for the {
abortion, or the patient may need BOTH laminaria and Misoprestol

Although Misoprostot is widely used for aborticn services the FDA does not
approve it for this purpose, It is approved for ihe treatment of stomach ulcers.
Using Misoprostol to aid in the dilation cf the cervix is considered an “off-label”
use. The off-label use of this product is legal and widely accepted as a standard
of medical care, including abortion care. Patients are to be informed of the off-
label use of Misoprostol

Patients are to be informed of the possible side effects of Misoprostol , which
include: birth defects (no assurances can be given about the outcome of the
pregnancy if the abortion is not completed), uterine cramping and/or cantractions,
vaginal bleeding, nausea, vomiting, diarrhea, fever and chills. In very rare cases,
tearing of the cervix or rupture of the uterus may occur, which may require
additionai surgery and/or hospitalization to repair and/or remove the uterus.

Patients will be screened for contraindications to Miscprostot | which inctude:
C-section, inflammatory bowel disease {such as colitis and Crohns disease},
dehydration, any redical condition that required the patient to take bloog thinners
(such as aspirin, Coumadin {warfarin} or Heparin and any allergic reaction to any
prostoglandins. Misoprostol will be given in the absence of contraindications.

it is possible that the Misoprostol MAY NOT sufficiently dilate the cervical opening
to safely remove the pregnancy. If this occurs, the physician may insert laminaria
or give more Misoprostol to continue dilating the cervical opening. The physician
will either have the patient return later in the day for the surgery to be completed
or have the patient return the following day.

The physician will decide how the Misoprostol is to be administered (vaginaily,
rectally, buccally, oraily) along with dosage and wait ttme.
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Physician3 interviewed stated they didn’t recall anything related to the care of the complainant.

Four (4) of six (6) compleint allegations were substantiated or partially substantiated while the
remaining two (2) allegations could not be confirmed by medica] record review or interview,

Complaint Allegations _ .

1. It was alleged Dr. Sharpe and Dr. Kalo failed to inform the patient of what to expect, and
risks involved when having a 2™ trimester abortion. Was told it was a simple procedure.
(Partially Substantiated)

2. It was alleged the morning of the procedure the patient [l erived and patient
received no counseling, or discussion of informed consent {Substantiated)

3. It was alleged patient was given 2 pills in a cup before the procedure and no IV
medication, and was ignored when asked what the medicaticns were.

4. Tt was alleged no RN wns present and no vital signs were taken duting the procedure
(Substantiated)

Tt was alleged that at the point in the procedure when patient ||| | | GGG

and staff left room to get swifter mop to clean up
and doctor changed cover gown before calling #11.

It was alleged staff and had EMS take her out the back winding steps
instead of straight out the front to ambulance (partially substantiated)

Bureau Investigation Findings

On i complainant went to Women’s Center of Southficld for sccond part of 2* trimester
abortion procedure by Dr. Sharpe. Review of the medical record revealed the following:

s Informed consent forms signed by patient but no documentation of counseling having
been provided. Complainant alleged that they did not sign any consent forrns. Note that
the patient signature on the consent forms appears to be consistent with the patient
signature elsewhere in the medical record.

+ No physician documentation in progress notes regarding discussion of procedure with
patient. . _ i

s No documentation found regarding pills except listing them on the Anesthesia record. |

» Progress notes by medical assistant (AC) found in medica! record indicate procedure
started approximately 9AM. Operative Procedure notes signed by medical assistant state !

sent to pathology.
¢ Anesthesia record states anesthesia given by Dr. Sharpe. No mention of IV having been
started. States drugs given as

No documentation was found for time, or rouie
for drugs given. Spo2 monitoring was checked off, but no Spe2 documentation was found

File #51-134837
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on the Anesthesia or O.R. record.

¢ No documentation of vital signs (BF, Pulze or Respirations) wag found on the OR. record.
No evidence of patient monitoring was found. The chart contained no documentation for
observations related 1o patient’s color or condition during procedure.

« No registered nurse was present in the facility on day of procedurs. [n the progress notes
by medical assistant AC it states Community EMS was dialed at approximately 930-
S945AM, put MA on hold, so they dialed 911. States EMS arrived at 1000 AM.

EMS report indicates arrival at Women’s Health Center (@ 1009 AM. Found complainant on
treatment table with ||| ||} IR Il 2 noted on treatment floor. EMS notes state IV had
been started and ||| - been given prior to our arrival, Report states
Dr, Sharpe stated that he believed the . Patient
transferred by stretcher to Hospital A. No mention of how patient exited the building.

During a phone interview on 10/26/14 with Physician!, who was the complainant’s surgeon at
Hospital A, stated that the patient

I - the time of surgery, He described th

. He also mentioned the patient had a

000000 O |
I hysician | stated he was contacted by Dr. Sharpe and be told him
the procedure he performed and updated him on the patient’s condition.

The operative report from [ lists procedures performed a5 || NG

- 0@ |
I (©c report states “the patient was noted to have || NG

On a follow up post annual survey conducted at Women's Center at Southfield on [}, the
complainant was discussed as part of a sample of patients selected by surveyors. One issue
identified was the facility failed to have a transfer log with follow up. This patient’s chart was
reviewed at that time and discussed with participants®* as indicated on current participant list.
Lack of documentation, failure to monitor, necessity of provision of care by an RN, and
establishing a quality program to review and prevent cases like this was all discussed. To date no
such program has been established. In addition on [JJjjj Pr. Sharpe was found doing a 2™
mimester procedure at the center without an RN on site and no staff with patient in PACU.

File #51-134637
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COMPLAINT SUMMARY

Four (4) of six (6) complaint allegations were substantiated or partially substantiated while the
remaining two (2} allegations could not be confirmed by medical record review or interview.
Please note that any enforcement actions due to these survey findings will be sent under a
separate cover.

7D ' rifmdlij/

Pam Lindsey, RN, BSN, Surveyor
Licensing and Regulatory Affairs
State Licensing Section
LindseyP@michigan.gov

{P): 517-897-2093
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