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ted, due to RHS' refusal to fully cooperate
with an ongoing investigation. To date, some
physicians who provided the care documented
within the medical recards reviewed have refused
to submit to interviews and requests for copies of
patient medical records and relevant policies |
were initially refused. Requésted reco; '
‘been subsequently provided.

‘Investigation findings include:

RHS violated applicabie regulation 19 CSR..
30-30.060(1){A)(8) and state law: ewdenced by a
failure 1o,

-ensure the Department of Health.and Senior
Services was able to complete an investigation,
as required by Chapter 197230 RSMo, to include
failing to induce, encourage, pel, or motivate
the physicians who provide. p _lent care at RHS to

n, for 8 patients, as required by Qhaﬁtéé‘
188.027.6 RSMo; '
~ensure a complication report was completed and
filed for a falled abortion for 1 patient, as required
by Chapt_ _8,052 2 RSMo.

RH&WQEa_ted':applicable regulation, 19 CSR

ISSOUA Department of Heallh and Sehiol SEnices
- LABORATIORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTA_T{\{ES_ SISNATURE RRERE

X6 0ATE

"-.:__STATEFORM ' -




PRINTED: 06/12/2013

Missouri Dggartment of Health and Senior Services

STAT&&!E&T OF DEFICIENCIES (X1 PROVIDERJ’SUPPLIEEJ‘CLIA %) MULTIPLE CONSTRUCTION
AND PL!;N OF CORRECTION IDENTIF!CAT{DN NUMBER A BUILDING:

MOA-0014 B. WING 05/28/2019:
NAME OF BROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE

4251 FOREST PARK AVENUE

RE?ROD?)CTIVE HEALTH SERVICES / PLANNI s AlNT Louls; M O

PROVIDER'S PLAN OF CORRECTION (X5}

(xq D SUMMARY STATEMENT OF DEFICIENCIES . _
‘PREEIX {EACH DEFICIENCY MUST BE PRECEDEDBY.FULL - .| PREFIX: 4 RRECTIVE ACTION SHOULD BE 4
TAG REGULATORY OR. LSC_IDENTIFYING INFORMATI N R 1< < N EFERENCED TO THE APPROPRIATE - PATE

" DEFICIENGY)

L'000| Continued From:
30-30.060(1 )(A)('

-enisure there was communication with the
pathiology lab after the discovery of failed
abortions for 2 patients;

-ensure prompt follow up with a patient
complaining of continuing pregnancy symptoms
for 1 patient;

-ensure informed consent was provided to 2
patients prior 1o the performance of new surgical
abortions following failed abortichs;

-enstire the informed consent process included |
the seventy-iwo (72) hour required waiting period - .
o for 2 patients; A
| -ensure the appropriateness of nursing care for -
who was instructed to perform a

dal massage for post-abortion care at 7
weeks and 1 da gestatmnat age;
was planned in

arte;rsy emboilzatlon} {o control trfe-mreatenlng
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risks and benefits 'Were
e likelihcod of 2
diagnosas of placenta accreta (a serious
pregnancy condition that occurs when the -
placenta grows too deeply into the uterine wall) at
21 weeks and at term with an ultrasound not
showing evidence of an accreta.

RHS violated applicable regulation, 18 CSR.
30-30.060(3)(B), pertaining to the accuracy of
patient medical records, evidenced by a failure to:

-ensure-medical records were maintained ina
manner that accurately documents the time and
date a record was created or amended and any
specific amendments made to the record; '
-ensure the medical record accurately ldentlf ed
the identity of the physician inducmg a medlcaﬂon
ébortion for 1 record,; .
-ensure the medical record accurat
a record of supemsp

130530 :060(3){H) pertaining ta the submission caf
complication reports, evidenced by.a failure to;

-ensure a complication report for 1 failed
medication abortion was submitted to the
department, as required.

RHS violated applicable regulation, 19 CSR.
30-30.060{8){C) pertaining to the lack of action
taken regarding identified problems w1th care
provided, evidenced by a failure fo:

- ensure the appropriateness of the care provided
at the facility was reviewed regarding the '
occltrence of 3 failed abortions documented

i within:the medical records from
MiSSoun Depariment of Heallk and Senior Services
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L 000 | Gt

~|.operation and for ensuring
L admmlstered in a manner #

ure that action was taken regarding: prnblems
udentrf ed in the medical care provided at the
faqlr_t_y__r_egardmg the failed abortions.

(Note: The Statement of Deficiencies issued to

‘RHS pursuant to the March 13, 2019 annual

inspection.showed violations of 18 CSR
30-30.080(D) (L 1103) for failure to performa
pelvic examination during the 72-hour
preoperative assessment and 19 CSR
30-30.060(1)(A)8) (L1076) for failure of the
facility to ensure the same physician performing
the informed consent performs the abortion.)

19 CSR 30-30.060(1)(A)(1} The governing body
shall have full legal

The governing body shall have full legal
responsibility for determining, implementing, - and
monitoring policies govemmg a faclhty's total

-the pelvic examination was completed at the
time of the health assessment and in a manner
to accurately document the size and orientation-of
1 patient's (Patient #1) uterus prior to a surgical
aboriion, which contributed{o a failed abortion;
-the accuracy of a gross examination of fétal

L1069

tissue to ensure a completed abortion for 2

Loop
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| antery embolization) to control fife

pafients (Patient #2 and #3);

-there was communication with the pathology ab _

after the discovery of failed abortions for.2

| patients (Patient #2 and #3};
_{ -the prompt follow up with a patient complaining
1-of continuing pregnancy symptoms for 1 patient

ratient #2);

nformed consentwas provided to 2 patients

atient #2 and #3) prior to the performance of

w surgical abortions following failed abortions;
fo ] t process included the

ir requzred waiting period for

ay Qestationa[ age;

nt:{Patient #12) presenting for a .
therapeuttc abortion at 21 weeks and 5 days with

a previous history of a C-sectionand a diagriosi A

of placenia previa, resulting in an emergency
transfer to a hospital, where the patient was

described as critically ill and suffering from’ shnck' -
- |:on pressors (drug for i

ing hypotension) and
5. The patient
ilateral uterine
‘threatening

uffering massive blood
erwent emergency:

blood loss (2L.);

-the appropriaté risks and benefits were
conveyed to 1 patient (Patient #17) of the
!tkel:hood ofa d:agnosus nf placenta accreta (a
pfaoenta grows too deeply into the utefme wail) at
21 weeks and at term with an ultrasound not
showing evidence of an accreta.

'} Findings incloded:

1. Review of the medical record for Patient #1

as planned in & safe environment™ |

A SUMMARY STATEMENT OF DEFICIENClE$
PREEIX (EACH DEFICIENGY MUST BE PRECEDED BY. FULL PREFIX RECTWE AGTiON SHOULG
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) - TAG | RENCED T0 THE APPROP!
' - DEFICIENGY)
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- to prowde inforn
abartion The. informed consen

'gestat:onal age was detemmed
nd 4 days. The patient agreed to
aspiration. The record notes the
nt @ prier surgical abortion in
ountered "abnommal bleeding after
-a result of that event,

A physacal and
Xamination is: d‘ocurriented in the record
ucted by physxcnan resident, Staff F. :
ented the uterine orientation as "Ant"
_ & uterine size as Mess than 6 weeks". T
cedure was performed at 11:35 a.m. by
sician fellow, Staff A, The abortion was no
performed under ultrasound. The patie
wag dilated to 21 and a 7mm cannula w

| activated with-no tissue returned." Addmonai
Hvisit comments, entered into the record arsd dated

at 12:45 p m states,
“Medication AB teaching ccmp!efed and HCG

o _J44at iteon Inua ioh sheet Gof62
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“had unsuccessful In clinic procedure, Medication

.| and traction on the cervix was quite )
- uncomfortable for the patient. The position of the
| 'uterus made TAWS ineffective. TV L/S

-able to confirm the path, but given the unique’

: -.Sa_b and proceed with MAB. Discussed and. - -

lifeprex. The agreement is
taff E and is dated -
0p.m. An additional
note'in the record sfates, "Pt

AB initiated. HCG drawn. Pt scheduled for apt
for I for repeat HCG." The entry was
made by Staff J, nurse.

Anuntitted document, referenced to patient #1,
generated by Staff E, dated
at 9:20 am., states in part, "Supervising’ prowder
review for encounter on R ©:20 AM i
was present for the procedure and agree with the
treatment and follow up plan(s).” Further, the
document noted, "pt. with an very. anutely
retroflexed uterus and the pregnancy at the
fundus. Although the canal and path was able to
be appreciated with eth17F Pratt dilator, the angle

position of the uterus and pts discomfort, coupied
with early gestational age, we opted to stop the

pt
mlsnprostol the fu!t 24 hrs o work and if she still
thinks she has not passed the pragnancy

tomorrow moming to return to clinic. Pt
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/Patient #1 presented to RHS on

-?Extreme!y RV and Retroﬂexed"

verbalized an understanding of plan-and stales

plan

, for post-abortion care; . The record, dated
-an ulrasound

“conducted by phys ian, : The fetal

gestat;onal age was

record states; "Ptreutried [sic] fo clinic with
confinging pregnancy confirmed on sono, Pt
desires to have svacuation foday if possible. Pt
reports only spotting and mild cramping after
taking misoprostol at home at 530pm on

{more than 24 hrs ago) Discussed with
[Staff E] who ordered pt receive m isoprostol and
IV sédation and will attempt in- _procedure.
Discussed with pt who is'in ag it Thewvisit

comment is recorded by Staff . > at 11:00

am.on . The procedure was
performed at 12:56 p.m. by Staff E. The abortion
was performed undér ulirasound. The patient‘

cervix was dilated to 25 and a 9mm cannula was
used for-the aspiration. The physician notes that
the procedure was completed without difficulty

[sic]. -An additional comment in the record, dated
, 1:85 p.m., from an unknown

author; states, "S/p fai!ed. Sab 2/2 dicorfotr
| [sicland uterune {sic] position. Attempted MAB

ithout success. USe of {VS-and U/S guidance
as able to evacuate without diffciluty [sic].

she'will comply. - [Staff E] aware and agrees with
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d From page8” 069

8, 2019, Staff
asked if she was present during the pelvic
examination conducted on Patient #1 by Staff F;
Staff E siated, "l don't know.” When aske!
the difference between the results of the pelvic
examination conducted on , by
Staff F, and the pelvic examination conducted by
her on_ she stated, "Female
anatomy can change from daytoday. In
addition, there were several weeks between, or
there was some tirne between the first and the
second, in which the pregnancy was oontmulng to
grow, One of the biggest drivers. of change in:
female anatemy is change in the size of uterus.
So, as the pregnancy grows, th ems changes

ize.....In addition, this patient
medlcatmn in between, which changes;bam the:
architecture and the size direction of the uterus”
The: Department finds this explanation is
insufficient to satisfy compliance with this
reqguirement.

On May 28, 2019, Staff |, RHS Medical Director
was interviewed. ‘When asked if it was his
expectation that the supervising physician fellow
up with a re5|dent who was found fohave

mentzng becaﬂse We- are'the
nsible for providing that care.”.

physwa! examination” must mciude “Blmanuai
exam inciuding estimation of uterine size and
Missauri-Depariment of Health and Senior Services

STATE FORM : “0R%
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L1069 | Continued From page 9
. position and palpation of the adnexa™

| Review of Outpatlen

ACOG Assomate Préfessor of the Department
f Obstetncs and Gynecology at the State
i versrty__ of Ne v:York showed, There isno

or 1 'than a pelvic examination
i 'eratwe termlnatron of

eep

determine the pesmon
its dimensions as exact] Hb the”
is not difficull unless the tens
Tension may be relieved by counseling,
premedication, and gentleness but-obe:
force the examiner to rely principally on vaginal
ﬁ.ndmgs

| Review of the Joumnal, Obstetrics and

' Gynecctogy by Waldo Fielding, MD FACOG,
ShiaotYu Lee, MD FRCS(C), and Emanuel A.
Frleciman, MI 5cb, FACOG,; from the chapter
entitled;. Contmued Pregnancy Aftér Failed First
Tﬂmester Aborion; shows, “Forty SO patxents
with umntentlonal continued pregnancywere
detected among a series of 65,045 first trimester
abortions. Patients at greatest nsk are thosé with
very early pregnancy and those with marked
uterine anteversion or refroversion or with uterine
anomaly...Thus, it appears that judgmental error

- | inherent in the physicians estzmat;an of

- | gestationat age constitutes a major component

cOrpus in an anterior position, _ p':n of size

L1069
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fying. continuing pregnancy. Among 30
cases in which reasons could be found (or
inferred), physician. misjidgment ; accounted for
more than half (53:3%). Anatomic factars
constituted the only ather important and
frequently encountered explanation for failure to
abori. Phys;mar; culpabifity here is also
acknow[edged for purposes of empha51
cases in which technical skills are critical h
been separated from tho & in-which ;udgm

neariy all the remalnmg T
logical reasons could be
them were 8 patients wit
markedly anteverted and
2 with congenital uterine
bicornuate), 2 with Ielmy nata uterd, and 1with a
tortuous cervical canal. The_di.fﬁculties of
properly evacuating the gravid uterus under these
circumstances | recognized.”

To date, some 15 cians who provided the care
documented within the medical records reviewed
have refu ed 0 submit o interviews.

2. Review of the medical record for Patie :'

9 weeks and 4 days Accmcimg to the record
Patient #2 demonstrated an understanding and
"is prepared for the abortion".

Patient #2 presented to RHS for a surgical
abortion on A physical
examination is documented in the record as
Migsour Department of Health.and and Senjor Senncm; i
STATE FORM
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conducted by Staff B. Staff B-documented the

uterine cnentatlon as "Mid" and the uterine size-
as "average". The procedure was performed at
11 00 am, by Staff B. The abortion was not

| gestational age”. Further, the document:_lndlcates
‘the "procedure completed without complication".

The record includes a pathology requisition sent

to Boyce and Bynum with the sample collected

from Patient #2. The document identifies Siaff B

as the ordering physician and identifies the

sample collection fime -and date as

at 9:25am. The requisition orders-are for
;nduced grossimicro dispose” and |dent1f iesthe:

_ "10 w2 days",

n
, b medicai dlrectof The gross

ination of the sample, as noted on the
report, states, "Iminature chorionic villi confirming
products of conception consistent with 10-11
weeks gestational age: No evidence of villitis,
chorpamnionitis, or atypical frophoblastic
proliferation. The specimen is received in
formalin and consists of tan-pink soft tissue
fragments measuring 8.0 x8.0x 2.0 cm in
-aggregate. Placenits and fetal parts aré: grossly
identified. Representatlve sections are submitied:
‘in one block An addlt:onal ncnte dated i

J44311 if continuation sheet,
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at 1:.05 p m., and 'spoke fo RHS

as foflows, BT called stating ™l don't believe the
AB worked, my stomach is still getting bigger, I'm
still throwing up! | just don't think he got itall.”
MSA confirmed callback number and gave her
the number o the Medical Exchange."

Patient #2 presented o RHS on
for post-abortion care. The record, da d

and-1 day FindEngs included

*cardiac motion, fetal pole, fef

gestational sac with double ring SIgn smgie
The clinical impression was documented as,
Co t%numg pregnancy post—abortton

was'dated—
Patient #2 presented to RHS on

conducted by Staff B. St
uterme onentatzon as"M

STATE FORNE : 6605 If continuation stieel 13 of 62
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Continued From page 13 | L1oe9
abortion for on-going tUP". The document
indicates that 'a gross examination of tissue was
completed by the physician. "All" fetal parts were:|
seen by the physician and the report also '
indicates that the “tissue &xam consistent with
documented gestationai age”. Further, the
“procedure comp[eted

) ﬁ' J “{Staff B] at
increase in pain and
hen she went to the
rate amouint of
reviewed pis vitals since
hergine 0.2 mg given [M.
ng noted on pad smce pt
onfinue 1o assess.”
;:_'.documented at 1:15 p.m. by Staff J
documents, "Pt clarified that pain she reportsis. .
"my tailbone™ hot uférine cramping, states she
has no cramping at present. Pt states dizzine
resolved. No additional bleeding noted on pa
since last check. [Staff B] at bedside and
observed bleeding and spoke with pt. States pt
ok for discharge. He recommended pt RTC for
check up in 1-2 weeks appt scheduted.”

“cOM p!eted a complication report, dated .
. for the attempted surgical abortion]
on Patient: #2 on T The report '
indicates the reason for the complication was
"Failed-abortion/pregnancy undisturbed and
Incomplete Abortion” The document is signed by
Staff B:

The record includes ancther pathology reguisition
sent to Boyce and Bynum with the sample
collected from Patient#2. The document.
identifies Siaff B as the ordering physician and
identifies the sample collection time and da’{e as
issgi Department of Health and Senior Services i
STATE FORM - _ 360 144311 . If continiation shieet 14 0T 52
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1069 Continued From page 14 L1069

at 8:10 a.m. The requisition
crders are for "GIIWD—REASP“ and :dentit' ies the
sample as "5 weks 2 days ' o

*| The record includes a pathoiogy report dated

4 , read and electronically released by
he patho!ogy lab's assistant medical direcior:

‘he gross examination of the sample, asnoted

n the report, states, "Immature chorienic villi
nfirming products of conception consistent with
weeks gestational age. No evidence of
choricamnichitis, or'atypical rophoblastic
roliferation. The specimen is received in

and consists of tan-pink soft tissue

: measuring-SOxBBxSOcm in

. post-abort[on care complrcatlon reportwas -
‘completed and filed for Patient #2 on .
, for post-aboriion care she received at the
spital on - 2 ccording to the report,
Patient #2 presented for the freatment of
"endometsitis™ and was given "IV Antibiotics”. The
record indicates the post-abortion care was.
prc;wded at'the hospital by RHS Staff O. An
post-al i’tlon care-complication report
was submitted fo DHSS regarding Patient #2 on
. for care provided to Patient#2 on
by Staff O Accordlng to'the

#2

haspltai for the treatment of -"endometrltls and
"Hematomefra” and as a result- was given: "!‘u’
Anfibiofics, D&C".

anment of Health and Senjor Services
] ‘Bang 34431 . o Iicontinuation sheel. 15 of 62
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. ' cord for Paﬁent
#2 revealed that she presented to the hiospital
Emergency Room on[l. The patient
‘had become seplic and had a fever of 104.2
degrees and a pulse of 184. The record.
inclicates, "HPI: ] yrs G6P6016, POD#2 s/p D&E
at 15 weeks at RHS presents with fever, fatigue,
abdominal soreness, and a headache: Found to
have T of 40 in ED; w/! WBC of 17000, and
tachycardic. Procedure was two days ago and per
patient report uncompilcated Smce then has
been having a normal amotint of bleeding
(<menses) but has feelmg progressweiy more
and more fatigued as well as a progresswe
headache and lower abdominal pain. She
presents now because she'is worried about her
fever. Of note, she reports that in this same
pregnancy she had a termination procedure at 11
weeks and then again 4 weeks later, I 2t
15 weeks "because they didn't get-everything out
and the baby stil had a heart beat.” Botl '
procedures were performed at RHS hereiin St.

recor_d md:cates that Pairent #2 was _g_lven v
antibiotics and discharged from the hospital on

, xpect that the facility would
accommoéata the patient, "As soon as we can.”

M:ssoun Department of Health and Senior Services i i - L
STATE FORM ' ;ga0 J44311 . - i condinuation $heet 160182 -




PRINTED: 06/12/2019

_ FORMAPPROVED
Missouri Department of Health and Senior Services : _
STATEMENT. OF DEFECEENC]ES {X1) PROVEDERISUPPL!ERA‘CL!A {X2) MULTIPLE GONSTRUGTICN {X3) DATE SURVEY. ) '
AND-PLAN.OF CGRREGTII}N IBENTIFICATION NUMBER A BUILDING: ° COMPLETED )
MOA-0014 8. WING 05/28/2019..

T:fNAME OF PROVIDER OR SUPPLIER

'REFRODUCTIVE HEALTH SERVICES /

'STREET ADDRESS, GITY, STATE, ZIP GODE

SUMMARY. STATEMENT O
(EACH DEFICIENG‘{ MUST BE
REGUEATORY ORLSG IDE&T!FYI C

PREFIX
TAG

PROVIDER'S PLAN OF-CORRECTION
{EACH! CORRECTIVE ACTION SHOULD BE
CROSS—REFERENCED TOTHE APPROPRIATE
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E

Missou Depariipent of
SIATEFORM ~

9| Continuied From page 16
: Kad i 's.wastoo long a time
nts have complicated

...l do'not know why a patient would not
come back. for 15 days."

In regard to the gross examinatior! and
identification of "some” fetal: parts after the
I failed abortion, Staff B has declined an
interview.

Review of RHS! Cilntcaf Quality Assurance
Committee Meeting” minutes; dated
revealed, "Revreweci #2 of ReAsp
“visit followed by tx @ hosprta[ D8C &IV Antibictic;
complication report completed at il visit.
Cardiac Maﬁon . most likely a pregnancy
o The Department finds this

with hlé requarement

Review of the Journal, Obstetrics and
Gynecology, by Waldo Fielding; MD FACOG,
Shiao-Yu Lee, MD FRCS(C), an ‘
Friedman, MD, ScD, FACOG, from the:
entitled, Continued Pregnancy Aft ;Falled First
TnmesterAbomon shows, "Forty-six patients
with unlntentlonal confinued | pregnancy were
detected among aseries o 65 trimes

| abortions.

has dec ifect an interview.

L1069

ealil and Senior Services

Lil:1-)
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May 28, 2018, Staffl RHS Medical Dxrector
' 1sked if it was his
‘that: i informed consent
prowded to ‘a pataent foE]owmg a failed abortion
and pr[cr to-a nevw-surgical abortion procedure, he
stated, "My tnderstating is that the informed
consent checklist is done once per pregnancy.”
He confirmed his understanding that if a second
physician would treat a continuing pregnancy,
they would have to perform a new informetd
consent checklist. He further confirmed that it
was his expectation that a different procedural
consent process be completed if the gestational
age changes between the time of aninitial-failed
abortion and the performance of a new abomon

the physiclogical and
eristics of the fetus as well as
estational age of the fetus.
Hformance of a procedural
consent', netsng the changed risks and benefits to
the procedure:)

Review of RHS policy 1.1.21, entitled, "Early .
Complications and Problems" table 1 2a

identifies the management of a "failed aborti
to "Recounsel patient on pregnaney oplions’

Review of the 2008 Reproductive Health Matiers
article, entitled, Complications after Second
Trimester Surgical and Medication Abortion, by
Daniel Grossman, Kelly Blanchard and Paul
Biumenthal showed, "Second Trimester abortion
is associated with higher rates of complications
compared to first trimester terminations.
Alihough the ﬂsk of. compi:cahons is relatively

A BUILDING:
c
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-Continued From page 18 11089

.| higher in the second trimester, the absolute risk:is
: when the'termination is petformed {in the
case of _sur_g;cal abortmn) and managed {in the

a number of unantlclpated outcomes. - :
changes her mind about "medical” abortion and a|
child is born with anomalies, matetnal gr_lef and
guilt may be anticipated and counseling may be
necessary. If a second progedure is successful
at a late stage of fetal development, where the
woman knows: that procedures are chosen to
ensure that ananticipated live b;rth cannot occur,
grief and gusft may likewise ensue.”

Furfhe; revgw of the 2002 E.}ook_ ennt}ed

Ring as’mdy and Ian Gentles shows, "In‘the
vast majority of cases of surglcal abortion, a
failed abortion - meaning that the fetus continues
to strvive or is not fully expelled - feads to a
| second surgery which itself raises the possibility
of medical complications. Failed abortiohisan
extremely rare, but possibie, resul of induced
‘surgical abortion. Nevertheless, in the United
States alone, _roughly 700 pregnancies a year
continue following an inifial abortion procedure,
and that over the past 25 years about 17,500
- .| women requ:red either a second procedure, ora
" more.serious surgery, or changed their mind and
' HSSGLT De i : _ealﬂ'n andSemcr Semces R
STATEFORM:. .
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_ rbfn page 19 L1069
contmued the pregnancy toterm.”

On Apﬁl 3, 2019, Director o q;jgi'cal Services,

confirmed that none of the"medical records
contain a 24 hour notification from the pathologist

stated that if somet?img unusual \
brought to her atfention, she woul
patient, if necessary. She denied
pathologist had ever, fo her knowle
contact with the facility due ta a faz!e____
incomplete abortion.

{Note: An interview with Sta dicated that.
Staff E denied ever having:
Pattivlogist at Boyce. and By
workat RHS.)

(sub;eci to the will of the patlent}" An addendum
fo the contract, dated October 20, 2017, and
sngned by the lab's Director of Compilance riotes,

enate Bill 5, TruiyAgreeci and Flnally
he 99th GeneralAssembty 2017 and
willbe lmp[ementlng the riecessary process

Missour Deparimert of Health and Sendor genages.
STATE FORM ' . - mm
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- .October 23 2017 Boyce and Bynum wil
| reporting a microscopic exam on all specimens

received. The fee for this service willbe $30 per
specimen submitted.”

[Note: OB Apnl 18,2019, a referral was made to
the Centers for Medicare and Medicaid Services
{CMS) (MOU015502) in regard to CLIA
#2602160160, held by Boyce and Bynum in
Columbia, MO. A survey of the facility was
conducted on April 25, 2019,

On May 7, 2019, CMS notified Boyce and Bynuim

and the Medical Director of the following deficient-

practices at the Condition level; CFR 493.1250
Analytic Systems; CFR 483.1290 Postanalytic
Systems; CFR 493.1441 Laboratory Direcior; and
CFR 493.1487 Testing Personnel. A letter to the

; ) tfac:ltty and statement’ of deﬁctenmes was sentto

yce and Bynum was
e steps o bring any
pliance immediately".

e facility f for respon

o On'June 6,-2019, Boybe ‘nd Byrium was notified
that their submstted plan of correction was
deemed acceptable by CMS.]

of Obstefticians and
0G), number 517, dated

_ 1d reaffirmed in 2016, shows,
“Accurate communication of information about a
patient-from one member of the heath care team
to another is a critical element of patient care and
-t is also one of the least studied and
taught elements of daily patient care. One of the
leading causes of medical errors is a breakdown
of communication. This breakdown may occur
between diinicians at any level of the healthcare

x|
1£RE)F|): {(EACH CORRECTIVE ACTION SHOULD
TAG ‘CROSS.REFERENCED TO THE APPROP
DEFICIENCY)
1089
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stern.: Communication failures also have béen
{o be a leading cause af preventabte error

cllnlclan-to—cl inician: commumcatmn is fmportant
to facilitate. continuity of care, eliminate
preventable errors, and provide a safe patient
environmeni.”

Review of RHS policy 1.1.17, entitled, "Post. .
Procedure Management” 1A, states, "Tlssue'
evaluation is considered to be complete if all
the following oceur: 2. In pregnancies of 10t
weeks gestation, fetal parts are positively
identified. 3.1In pregnancies greater than or et
to 13 weeks gestation, all fetal par&s must be.
accounted for, i.e lvai ;
extremities." 1.D
examinations tha
reported o an ab

Compfete Abortion in Sper:laI Clrcumstances in

cases of known multiple gestation or known

uterine anomalies less than or equal to 10 weeks
i _ust canfirm complete abortion by 1

"

d{o the failgre of RHS o contact Boyce
um upon discovery of a failed abortion on
, some physicians who provided
the care ocumented within the medical records
rewewed have refused to submit to interviews.

..'_:‘_.._ngew of the medical record forPatient #3

ouy D \RY STATEMENT OF DEFICIENCIES io FROVIDER'S PLAN OF CORRECTION: C e
PREFIX : ICIENCY MUST. BE PRECEDED BY FULL PREFIX {EACHCORRECTIVE ACTION SHOULD ; COMBLETE
TAG -RE Y ORLSC IDENTIFYING INFORMATION) TAG CROSS:REFERENGEDTO THE APPROPRIATE . |1 “DATE

- "DEFICIENCY) i '
L1069 Contintied From page 21 L1069
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Continued From.page 22’ L1069

showed she presented'io RHS on
to provide informed consent for a.surgical
abomon The informed consent dacument is

in the file and is srgned by the patient and

. The document is dated_

"'ié‘zﬁfépared,fof'ih:é abo

Patient #3 presented toR
abortion on
examination is documiente
conducsted by physician fe :
dacumenied the uferine oriel _tahoﬂ as "Ant" and
the uterine size as "6-8 weeks". The procedure
was periormed under moderate sedation at 2:48
p.m., by Staff A. The aberticn was nct performed
under ultrasound. The patient's cervix:was
dilated fo 12 and a. 8mm cannula was used for
the aspiration. The physician notes that
"procedirre completed without: difficulty” and
“without complication” at the gestattenai age of
ed

was sent to the patholagy Eab

An untitled doctiment; referenced to patient #3,
generated by Staff E, dated_ at 8:40
a.m., states, "Supervismg provider review for

| encounter on_ 8:40 AM | was present
“| for the proeedure and agree with the treatment
~and follow up plan(s).”

‘The record includes a pathology requisition sent
to Boyce and Bynum with the sample collected
from Patient #3. The document identifies Staff E
Mlssoun Department of Heallh and Senior Services

STATE FORM, L esto 44311 , f continuation sheel. 23 of §3:..
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MENT OF DEFICIENCIES
N'OF CORRECTION

ROV!DERISUPPLIERICLIA
NTIFICATION NUMBER:

MOA0074

NAME OF, ROVEDER ORSUPPLIER

.. . at8:40 am. The requi
| "induced gross/mic

| sections are submitied in one
- | microscopic evalua

as the ordering physician and identifies the
sample collection time:and date as [

sample as "6 weeks 6 days".

The record includes a pathology report, dated

;. read and electronically released by
the Medical E};rector at Boyce and Bynum
Pathofogy aboratories. The gross examination
of the sample, as noted on the report, states,
"Irmature chorionic villi confirming products of
conception consistent with 8-7 weeks gestational .

age. ‘No evidence of villitis, chorioamnionitis, or |
of. Thespec:men

atypical trephoblastlc prolif:
is received in formalfin and
soft tissue fragments me.
cm in aggregate. Chonom'
embryonic tissue is recogni

ists of fan-pink
g50%x50x05
i are identified; ho

ck.” The
indicated, "The section-
& chorionic villi, -

il a2t 1:35 p m., and spoke to
RHS staff '{he recard documents the patient

tates she is 12 weeks pg ReVac
procedure scheduled for Tues |- Fre op
instructions reviewed w/ pt who voiced
understanding.”

Patient #3 presented to RHS on

examlna’nen on Patlent #3 and determ:ned e
uterine orientation to be "Ant" and a uterine size
of “12-13 weeks". The procedure was performed

. Representative -|.

under moderate sedation A2 am., by Staff

REPRO TIVE HEALTH SERVICES / FLANNI SAINT L bU_l'S, MO 63108
oy I f STATEMENT OF DEFICIENCIES 0 45)
PREFIX ENCY MUST BE PRECEDED BY FULL PREFIX. COMPLETE
TAG GRY ORLSC IDENTIFYING INFORMATION) TAG DATE
L1069 | Caontinued From page 23 L1069
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Wi thnut complication” at the
gestational age of "11:Weeks 6 days based on
LMP". The document indicates that a gross:
examination of tissue was completed by the
physuc;an with "all" fetal parts seen and
"consistent with documented gestational age”.
The note indicates the tissue was sent to the
pathology lab. Examination of the record showed
the only informed consent docu

Patient #3 was dated NN

Staff E completed a complical

.for the surgica
attempied by physmian fellow, Si
#Zon I The report
rezson forthe complication was
abortion/pregnancy undisturbed”
signed by Staff E.

Lat 35 am. The requisition

ers are for "G!M!D-REAS o and identifies the |

cludes another pathology report,
read and electronlcally

the sample, as noted on. the

immature chorfonic vilii canfirming

ception consistent with 10 weeks
gvidence of villitis or atypical

STATE FORM

Mrssoun Dapartmerit D] and Semnr Senices

eiso 4431

~: if continuation sheel 25 of 62



Missouri Departmenit of Health and Senior Setvices

PRINTED: 06/12/2019

' .-| trophoblastic proliferation. The specimen is
.| receivedin formaim and consists. of tan-pink soft

within the medical reco' 3
to submit fo inferviews:.

On May 28, 2019, Staff E
asked if she is present inthe
resident that she supervises :
examination of the products oficonceptton she
stated "Not aiways.” When asked if she was in
the room during the procedure performed on

#3, she stated, "l don't know " She further

eancep‘tton were [dentlf ed." She stated that the
Sltuatton of havmg an ongaing pregnancy after
having an aspiration abortion is “incredibly rare
..Less than 1% of the finie do people have an
ongmng pregnancy after aspifation abortion."

‘On May 28, 2019, Staff |, RHS Medical Director
was interviewed. When asked ifit washis
expectation that the supervising physician follow
up with a resident who was found to have
conducted or documented an examination.of fetal
4 tissue / products of conception. inaccurately, | he

+|- stated, "The residents are not providing the care,
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they are not pmwdlng the care without
|
E
| sponsible for providing that
E's failure to condict an
failed surg:cal abortz_
physicians who provi
On May 28, 2019, Staﬁ’i HS Medical Director
was interviewed. When Af it was his.
expt_—:jc’fatpn that there be & new informed consent
: i g a failed abortion
stated "My .undersiatmg 803 it
-gonsent checklist is done once pe
‘He confirmed his understanding
“physician would treat a continuir
they would have to perforn a né
He further confirmed that:it
n that a d!fferenf procedural
ion and a ré-as;ﬁlratfon due to _
nancy. He confirmed he exped!
: 2002 book entitled; Women's
M’lssoun Department o nd Senior Senvices e ‘
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niinued From page 27

ath After Abortion: The Medical and

' 'idence by Elizabeth =

ng-Cassidy and lan Gentles, shows, "The _

woman who seeks abortion is often promised &

e5s and simple procedure to

¢y that she dees not wish io

ion:may involve her in
mes. I she

dical™ aboriion and a

ernal grief and

ing may be

successful

hosen to

énsure that an antlctpate
grief and guilt may likewis

Psychoioglcal Ewdence by Ellzabeth
Ring-Cassidy and lan Gentfes shows, "Inthe.
vast majorlty of cases of surg:cal abort;on a .

of med : comphcahons Failed abortion isan
extremely rare, but possible, result of induced
surgical abortion. Ne\iertheiess in'the United

|- States alone, roughly 700° pregnancies a year

‘| continue following-an-initial abortion procedure,

“i| and that over the past 25 yéars about 17,500

" | women required either a s&cond procedure; or.a
~ [:more serious surgery, or changed their mind and
“1-.continued the pregnancy toterm."

On April 3, 2019, Director of Surgical Services,
if C was, mterwewed regarding comrnumcatfon
th the contracted pathology lab. Staff G

Missoun Departme’nt of Healm nd Senior Services
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*|.2bortion. She stated that all communication from
ithe pathologist comes in the form-of a pathology
report She siated that i somethlng unusual were
- e | a’rtentton s

lncemplete abarhon

The confract between RHS and Boyce and .
Bynum Pathology Laborafories was collected and i
reviewed on April 3, 2019. The conti 1
February 18, 2018, is- 51gned by the former RHS. A
CEOQ, with dehvered services effective on i
February 5, 2016. In regard to the obligation of
the pathologist referenced in Section 188,047 .1
RS8Mo., the document nofes, "Provider will
comply withall siate!federal laws and reguiations
governing the provision of pathology services and
the disposition of fetal remains and tissue
{subject to the will of the patlent) An addendum
| : io the contract, dated October 20, 2017, and
| signed by the lab's Director of Compilance noles,
E "Boyce and Bynum Patho!ogy Laboratories has
enate Bill 5, Truly Agreed and Finally
: 2 98th General ssemb 017 and
WIIi be impiementlng the necessary process
changes in order to comply with the provisions
 |-identified in 188.047 below .. Effectwe Monday
‘| Oetober 23, 2017 Boyce and Bynum will begin
reporiing a mfcroscopic exam on all specimens
| received. The fee for this service will be $30 per

1 [Note: On April
_ “the Centers for

Missgur Deparim oF
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thfﬁhued From page 29

On May 7, 2019, CMS nofified Boyce and Bynum
and the Medical Director of the following deficienit
practrces at the Condition level: CFR 493.1250
Analytic. Systems; CFR 493.1280 Postanalytic.
Systems; CFR 493.1441 Laboratory Director; and .
CFR 493.1487 Testing Personnel. A letter to the.

facility and statement of deficiencies was sent io A

the facility for response. Boyce and Bynum was-
notn“ ed that they "must tak
unmet Conditions into
On June 6, 2019, B
that their submitted
deemed acceptable

Review of a "Comm
Amernicdn College of Obstet NS
Gynecologists (ACOG), number 517, dated
February 2012 and reaffirmi 20118, shows,
"Accurate communication of inforration about a
patient from one member of the heath care team
to another is a critical element.of patient care and
safely; it is also one of the least studied and
taught elements of daily patient care: One of the
leading causes,
_Qf communicati

any !eve[ of the heaithcare

found fobe a ieadmg_cause of prev_en
in studies of closed malpractice claims:.
era of collaborative care, effective:
clinician-to-clinician communication is: im
to facilitate continuity of care, eliminate
preventable errors, and provide a safe pati
environment.”

in regard to the failure of RHS fo contact Boyce:

the cara doctimn ted within the. medical reco

steps fo bring any - .
liance immediately”. -
ind Bynum was notifi ed

dical errors is a breakdown. .
This breakdown'may occur

L1062
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asked oF descnbe her process forwhena -

products of conception were seen;, she stated,
"The patient would be called and asked to come
for further evaluafion.” She further stated, My
guess is the only communication with the
pathologist is the requisition with the POCs that
we send. We don't fypically have any
communication with the pathologist.” She denied
any commumcatlon with the pathologist i in regard
to Patient#3. She denied ever commumcatmg
with a: pathofoglst about- any abortion she
performed.

On May 28, 2019, Staff |, RHS Medlcal Directar
was interviewed. When asked if it was his
expectation that there be communication with the
pathology lab.upon a physician's discovery of a
failed abortion, he stated, "If | become aware of a
paﬁen’t whao has had a continuing pregnancy,
despite an induced abortion being performed at
Planned Parenthood, at RHS, we do discuss with
pathology and review the pathelogy that was
obtained at the time of the initial index abortion.”
When asked ab

“occurrence of s

. The, e phy
of the 72 br. informed consent
by Staff H. A transabdominal

On May 28,2019, ‘Shaff E was interviewed: W.henf '

Missaur: Departmen ;
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by the physrcaan with visible villi and

' 'phySICIan saw no fet 8

ultrasound was béﬁormed on th :
gestational-age was determined

| an understanding and "is prepared
for the abortion”.

Patient #4 presented to RHS for a surgical
abortion on A physical
examinationis documented in the record as
conducted by physician resident, Staff G. Staff G
-documented the uferine orientation as "Ant" and
‘the uterine size as "6-8 weeks" The record

patlent identity, s:te and procedure prlor fo the

aspiration. The physician notes that” procedure
completed without difficutty” and “without
complication’ at the gestational age of "7 Weeks
1 day based on LMP“._ -The document lndicates

membrane/sac. According to the record, the
rs. chever the

documented gestatt
the tisstie was sent

number An addmonal note i i £
documented by Staff J, on
11:55a m., states, "Refurned pts call. Pt

surgical procedure“ was conducted by physmlan i
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oncerned be earlier today her stomach feit
' ted" and she Is worried that she. WIIE need a
re-vac he | needed one last

gas/bloating:
answered.” .

On April 24, 2018
an in-person intérview was
at the office of RHS" attorni
Missouri. Staff J confirmed t
Registered Nurse and had be
RHS for approximately 3 yea
She reports directly to a nurse

nori’nal:job dﬁﬁes ihclude pfovidiﬁ'g
consent ta pat:ents on !nformeci con

te[ephcne shauld;patlents call in with medical
| concerns, She charactenzed her patlent
follow-up calls as: ‘complaints of bleeding; pain; ar
" | anything the patient would consider a o
- |- complication.. During normal daytime operation of | * -
| the facility, patient calls are received from the-call
1| center on the lower level of the facmty and after
hours, a third party call center transfers patient
| ‘calls to her when she is "on calf" and has the call
phone. She stated she has access to the
medical advice of a Nurse Practitioner or
Physician when performing her duties related to
patient follow-up calls. Staff J was provided the
:nt of Health and Senior Seivices

oage Jéé;s%ﬂ - If continuation sheet 33 of 62
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| - At o time has

"Pafient Communication” record, dated
, for Patient #4 for her review. Staff J
nirmed she wrote the “Additional Vi

When asked about het direction to the patientto
perform “frequent fundal’ massage”, she stated
the following:

- Fundal massage is appropriate direction for a

he demonstrated how she instructs pati
rform a fundal massage on themselve

- She described the procedure the same

perform the massage on ik
nurse can massage from d

nurse place their dina patlent’s vagma to
perform a fundal massage

r, Staff H included- a
d fo indicate,

Gomments" datec [N =t 11:55 am.

of having a nurse
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1 WashU". However,

scan, but the
for such”™

Further review
#12cn
a transvaginal an

within the RHS record.
intend to perform a procex -
and/or removal of the fetus in multipie_ p
mpltiple passes.” Aftime-out is docum 2]
the record as, "Time-out: confirming correct
patlent identity, correct site and procedur: t_'
done was’ performed prior to the surgical
procedure by Staff N. The record notes that.
Patient #12 had a prior C-Sectioh on =
- and "known placenta previa”. A physician.
thin the record documents Patient 12's
i aiiows ‘Pl G4P2, ho prior c/s

and dated the gestal

via admitted earlier
who presents

today for day 1 0f2 c!ayAB procedure, Pthas
formal U/S at WashU which did niot show e/o
morbidity adherent placenta, complete previa.
On placement of cervical difators; by 3rd dilapan
started having bright red bleeding. Continued.
placement of dilators did tamponade bleeclmg
Total EBL 200cc. Vag pack placed. Planto
transfer to BJH by EMS for in-hospital DSE.
Pre-op Hgb 10.2 EMS called.”

X4 B . 'SUMMARY: STATEMENT OF DEFIGIENCIES. o PROVIDER'S PLAN OF CORRE &) i
- PREFIX / Y- MUST BE PREGEDED BY FULL PREFIX (EACH CORRECTIVE AGTION SHOU COMPLETE |
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days with a "Suspecled uterine abnormality,

Previous cesarean defivery”. The record notes

Patient #12 was diagnosed with, "Placenta =
accreta in second trimester”.

hi record contains an *Emergency Transfer

ind Plan’, dated il
Via previa in second
ced zherapeut:c .

€q
term ination of pregnancy. Cons
| intend to perform a standard DSE."

Further review of the hospital medicat record
Patient #12 revealed an informed consent w;
completed prior to the emergency surgery.
document states, in relevant part, "Options for
pregnancy:were dtscuss with the patient,

regnancy, medicaily

')' vaen ihe mcreased ﬂsk 1o maternal
health or life er;dangerment from placenta previa,
history of cesarean section, and possible

placenta accreta, the pattent desires not i
contmue the pregnancy. She is requesting an
abartion by standard D&E "

Review of the medical record for Patient #12
revealed an Anesthesia note, prior to the:
emergency surgery on [ . stated.
"PPH Bleeding requiring Uterine artery
bolization. Patient lost around 2 te 2:5 [ifre of - |
ent of Heal?h and Senior:Services

Missourl
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and 4 litre of crystallo:ds 2 umts of cross
matched blogd is on its way. Patze_nt_ls already

[k female: presented fo
BJH today- om g parenthood s/p
laminaria placement W vaginal bleeding
(EBL 200mi) requiring 'Ina packing (patient
was 21w 5d with pregn complicated by
placenta previa. Due o this, she desired to have
therapeutic termination of pregnancy). On arrival
to BJH hemostasis had been achieved. Shewas
taken to OR by Gynecology for & standard D&E.
Her ‘perat;ve course was complicated by
post~ab0rtlon hempirhage with EBL of _BGOmi
She was given 4L of crystalioid, 2 units 6f pRBCs,
1@ TXA Vaginal packing was inserted-and a
" { intrauterine foley balloon was placed. S|
“ltaken to IR for bilateral uterine artery
.emboltzaticn The pattent was sent1o 7

unsupport

1 eview of the medical record for Patient #12

uterine segment was: atenlc and the afea_f
jor cesarean delivery onthe:anterior and
r walls of the lower uterine segment was -

s introduced again with further
The endometrium was noted

Missoun ‘Department of 1.8 Services
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_osisiz0t0 |

made for poss;b'le hémorrh
procedure is. perfarmed at
with accessibility to blood prc¢

"Contraindications and: Spec]ai Conditions =
Surglcai Abortion”, in the freatment table labeled
1.2b, the condition of "Ingertion of osmotic
dltators if required” states, "Must evaluate and
determlne the appropriate - management ar
referral.” The same table lists the requirement for
treating the uterus condition of "scarred" as, "All

| patients greater than or equal to 14 weeks

gestatlen with scarred uterus and placenta previa

| andror:a placenta overlying the incision site must
'| be evaluated for placenta

accretafmcretaipercreta. Studies sufficient for

o diagnosing an invasive placenta inva patlent less
|-than 14 weeks gestat:on can be performed at the
| affiliate with the appropriate equspment tra:nmg

: ='and skill to do so. Patients with 2 reassuring

valuation may have an outpatient D&E by
rgeon experienced in these types of
edures. Experience is determined by the
dical director or program director.”

Re\rlew of a Practice Bulletin from The American
Obstetnc;ans and Gyneco!oglsts

RayID D PROVID CORRECTION

PREFIX PREFIX {EACH CORRECT] K SHOULD BE
TAG TAG GROSS HEFERED E APPROPRIATE
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radiclegy, and the capability to peiform a
hysterectomy |f necessary Because the positive
' graphy to diagnose .
_ lowds 65%, - -
precperative utérine artery embolization is not
generally recom mended. Although the diagnostic
accuracy of magnetic resonance imaging is
similar to ultrascnography for placenta accreta,
magz}ei;ic resonance-imaging may be useful 10
confirm-acereta and identify patients who should
be referred to a tertiary care center that has
interventional radiology and surgical services
immediately available."

Rewew of an Article, dated August 7, 2018, in the

had adiagnosis of accreta -
‘ vely and 16 (32%) were diagnosed
intraoperatively at the time of cesarean delivary.”

To date, some physicians who provided the care
documented within the medical records reviewed
have refused to submit to inferviews.

On May 28, 2019, Staff |, RHS Medical Director
was interviewed. He. demed RHS has ablood.
bank. He denied that RHS has m’[ervent[onat
radiology capabilities. He denied that RHS has
the capability to perform a hysterectorny. When
asked if RHS was an appropnate setting for a
planned abortion fora patient at 21 weeks.and 5
days gestational age with a previous history ofa
C-section and a diagnosis of placenta previa, he
stated, "We have very careful evidenced based

a6 SUMMARY STATEMENT OF DEFICIENCIES, " PROVIDER'S PLAN OF CORRECTION [ren)
~PREFIX {EACH DEFICIENCY MUST BE PREGEDED BY FULL (EACH CORRECTIVEACTKOM SHOULDBE COMPLETE
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‘second frimestereven with a patlen vEN
a prewous C- Sect]on when that patier _h_as been

the physrmans who p
submlt o mterwews

for 8 patlents (Patlents #
#10; and #11), as required. by g hapter |
RSMo;.
- a complication réport was completed and F jed
for a failed abortion for 1 patient (Patient #1}, as
required by Chapter 188.052.2 R&Mo.

Continued From page':;?ié'

guidelines about how we practi
is without a doubt safe to do.

for the Iecatlon of care.” When asked 1f a proper
assessment include an MRI for the described
paiient's medical condifion, he stated, "It depends
on the circumstances, Generally, no."

19 CSR 30-30.060(1)(A){8) The governing body,
ensure abortion faciiity

“The governing body, threugh the administrator,
-shall ensure that the aborfion facility abzdes by all
.applicable state and federal jaws and reguiatiens
| This shalt include, but net be limited to,
:compliance with Chapter 188, RSMo!

regulailon Is not met as evidenced by

068
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| Continued From page 40

make or cause to be: made, such'lnspectlons and
investigations as it deems necessary. The
department may delegate its powers and duties:
to investigate and inspect ambulatory surgzcaf
centers or abortion facilities to an official of a
political subdivision-having a population of at least
four hundred fifty thousand if such political
subdivision is deemed qualified by the
department {o inspect and investigate ambulatory
surgical centers. The official so designated shall
submit a written report of his or her findings to the
departrient and the department may accept the
recommiendations of such official if it determines
that the facility inspected meets minimum
standards established pursuant to sections.
197.200 to197.240."

DHSS inspectors conducied an unannounced,
onsite complaint investigation at RHS on April 2
and April 3, 2019. Atthattime, a requestwas
made to conduct-an in-person interview with Staff:
A (Physician-fellow). RHS Director of Surgical
Services, Staff C denied the request and {old
lnspectors she would work to reschedule the

L1078
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unavailable for interview. at that time, “Contact
information for the DHSS was left at Staff A's
work place:and teiephomc contact-was
requested.

On April 3, 2@‘29 at’ apprommately 3:00 p.m,,
Staff S was ani:emewed via-telephone and stated
that-all RHS physicians were unavailable for
interview during the week: of Apnl 1,2019, due to
their primary work schedules at the hospital. She
agreed to coordinate dates and times the
physicians would be available diring the week of
April:8, 2019, and make contact regarding their
availability for interview.

| On April 11, 2019, an email was sent'to the RHS

< |: Director of Surgical Services, Staff C.and the
'RHS Interim CEO, Staff D, requesting. ’éhey make

‘the foilovwng pract[t:o available for interview:
) Staff B (Physician-Out
n); Staff F (Physician-
ian - resident); StaffH
an- Medical Director);
hiey were asked to respond
by the close of businesson Apnl 18, 2019.

On April 16, 2019, DHSS became aware through
contactwith RHS' attorne that:
ad physicians were
outs e counzel. Multiple doc
unsuccessful attempts were:
in-person interviews with facm{y
date of this writing, Staff A, Sia
G and Staff H have declined an
submit to interviews. These phys
the care documented within the
reviewed.

An excerpt from a:letter received froi F
attorney, dated May 3, 2019 showed, "
- Missourt Depariirient of Healﬂl ant Senior Senvices
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.and remove ther from RHS" faclhty (rather than
3ust “inspecting” them onsite). - As:you are-aware
patient medical records are of: t
sensitivity and that is even mare-the case when
we are talking about women who:éxercised their
facy: - Therefore, we also
partmerit removing
RHS, you'provide your
ment employees to
ecords from RHS'

ing records was given to facility staff: the
tient roster for | NEGENE 1<cic=!
ord and informed consent document for each
the RHS
and procedure manuat; mformed consent

Staff K and Clinical’
refused: to make

and procedure manua! they aga;n
provide a copy arnid referred the re
attorney. They agreed to allow a Vist
the electronic records req uested

manual to the Depariment.

‘Department of Health and Senior Servi

o800

Ja431.
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between Apr;lil 2001 and May 29,2018 there
were 19 complaint investigations completed and
16 licensure / fevisits completed at RHS.
Interviews with facility staff, including physicians
and the collection of facility medical records and
policies are documented regularly and routinely

‘throughout the inspection record. Inspectors

have hot previously been denied requested
records or interviews: wﬁh staff, as deemed
necessary.

On May 24, 2019, at 5:30 p;m., the attorney
representing Staff E-and Staff i agreed o permit
their clients to submit to interviews .on May 28,

| 2010.

' *2. Chapter 188.027.6 states, "The physician who.

is to perform or induce the abortion shall, at least
seventy-two hours prior to such procedure inform
the woman orally and in person of; {1} The
immediate and long-term medical risks to the
woman associated with the OF
frethod ineluding, ‘butnotiimited to; :nfectlon
hemarrhage cervical tear or uterine: perforation,
ham to subsequent pregnanczes or the: abﬂ:ty to
camya subsequent chi Id and'p

anesthes;a ‘anid medication that is to- be
administered, the unborn child's gestational age;
and the woman's medical history and medical
conditions.

Medical records: were obtained and reviewed for
the following patients:

Patient #1 was previously cited on the SCD
dated, March 13, 2019.

|ssoun Department of Health and Senior Senices-
\TE FORM.
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_Patient #3 signed an informed consent 0 1
ician who was to perform the

b sofsign‘ed the document.
Panent # 3 jmfia!ed the doturrent to confirm, "
have been provided the name of the physmlan
who is to perfarm or induce the abortion.and a
contact number where the phymcsan_ may later be
reached if | have questions". . Patf #3 further
confirmed, "l have had the opportunity toask any
questions of the physician who is to petform or
induce the abortion concerning the aborfion.”
Additionally, Patient #3 confirmed, "I-certify that
-the physician who is to perform or induce the

* | abertion informed mie orally and in persorn, at
the procedure, of .." the

té:r 188.027.6. Patient# 3

The procedure was perform
by a physician resident, Staff G.

The following patieént records were requested ar
initially refused. However, DHSS inspectors we
able to view the records on-site and obtained the :
redacted records on-May 11, 2019: :

Patient #6 signed an informed consent for an
abortion with Staff E on
Physnctan (res:dent ), Staff F performed the

WiSsoun Depalinent ol Health 20 Seror Services : R
os00 144311 it contingalion sheel 45 of 62




abortion with Staff-E onl
Phy cian (resndent }, Staff F p&

poceoson SN

Physician (res&dent) Staff I performad the

procedure on [

Patient #10 signed an informed cohseént for an
abortion with Staff E on
Physician (fellow), Staff A performed the
procedure on

ent #11 signed aninformed consent for an

rtion with Staff E on

fan (fel!ow) Staff-A performed the
_

on harm to subsequent
pregnancles orthe abil lty t0.¢ Ty a subsequent
child to term and poss:ble adverse psychological
] rm risks of in
h-that is'to be

have. refused to submit fo mterv_ : _: :

]
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a paﬁent ifshe has know]edge that she will not
be performing: the abortion; she stated, "] intend
to perform every-abartion for every consent that |
sign .| consider all the abortions performed
when [ am supervising them 1o be abortions that |
performed.” ‘Staff E admitted that she was not
always physically present in the procedure room
during an abortion procedure, performed by a
resident or fellow she supervises. When asked
the meaning of "l was present for the procedure
and agree with the plan”, as noted in the medical
records rev;ewed she stated, "t means 1 was
availablé in the surgical suité at the time the :
_procedure was performed or may have beeniin -
_ |'the room ...* She further confirmed that she

. _prowded mformed consentia multiple patients, |
‘knowing that she may not later perform the actual.
bortion. When asked if the physician who
. |-performed the abortion was present in the reom:

| for the informed consent, she stated, *No. | can’t
“be sure, but no ... They are rarely, ifeverin the
room: with us during consent”. She further
explained how providing informed consént to a
patient, while knowing that she maynot perform
the abottion is consistent with the reqwrement by
statlng, "As the Superwsmg Physu:tan § am '
ultimately resp
and that can n : ,
hands-on experience i actual room ..In
ar supervising and

On May 28, 2019, St:
was interviewed. Wr
expectation that the physman pe rmlng the
informed consent would be the same physician
; who perfon"ns the abortion procadure, he stated,
:Mlssoun Departnent of Healln and Semior Services
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1 "The physicians who perform the corn:
- [ responsible for the care that's provid
procedure day and they are performing the
-procedures that are provided under their name
«and under their supervision.” When ask
“was his expectation that the supervising physmlan
'be phys ally present i i the' room during an

. stated, "It depends on the

inces. The attencﬁng phys;clan is

le for the care that is provided by the
Hysicians that day. They are presentin
ng. They are present in the room at
utthere is a graduated level of

ility and: privileging for our feliows that
wethem to prowde some carewithout, um,
presetit.in the roont.is not always requlred *

Review of the medical record for Patient #12
revealed an institutional knowledge of the
requirement. Inrelevant part, the informed
consent portion of the record indicated, "She is
aware that should she negd to reschedule her
abortion procedure to be provided by a different
physician that she will need to meét with the
physmlan__perfonnmg the abortion in person at

| submitted pla_n was fo_und to be acc&ptablé.:
13 Medical record review for Patient #1 sh

rovide informed consent for a surgical abol :
he informed consent document is presenti the |
e and is signed. byt the patsent and Staff E.
atient #1 presented fo RHS for a surgical
‘abortion on [N Staff A

:Missouri Depariment of Health and Senior Sevices.
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| state, "Uterus anteverte

performead the procedure at 11:35:a.m. The
abartion was not performed under ultrasound,
The: patient's cervix was ditated to 21and a 7mm
cannula was used for the aspiration.
physician notes that "procedure col
difficulty MVA activated with no tiss
Additional visit com
and dated

ication abortion." Anote in the
at12:45p.m.,
states, "Medication AB teaching completad and
HCG drawn. Follow up apt scheduled.” The
record inciudes a "patient agreement” form for
the administration of Mifeprex. The agreement is:
signed by the patient.and Staff E and is dated
at12: OUp m. No: comphcatldn
-réport for the failed surgacai abortmn is withinthe
medlcal record

On April 3,2019, during‘an [ntennew with RHS'
Director of Surgical Services, Staff C, when
asked about the existence of a complication
report for the failed surgical abortion attempt on
Patient #1, she stated that the procedure was not
considered a complication.

©On May 28, 2019, Staff E was interviewed, When
asked if she considered the abartdonr'n'e_nt ofa

consider that we weren't able to comp
abortmn at that fime." When asked if

- 1i6B00

J44311
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abortzon’? No M

-abartion, she stated, "No, because then we had a
plan for medlcation abortlon We stil hada p[an

if she knew if a comp
regarding the surgical abcrhon she stated k|
dori't know, but | dop’t CDnSIdEI‘ that to.bea
complication, s6 | wouldn't necessarily expect one
1o be”, The Bepariment finds this explanation is
1ncons;stent with RHS' own policy manual and
insufficient o satisfy compliance with this
requirement.

On May 28, 2019, Staff |, RHS Medical Director
was interviewed. ‘When asked if it was his
expectation that a complication report be
completed for an abandon urg;cal abortion; he
ange the route m‘

the termlnatlon fr

follow that reqalrement .

Review-of RHS policy 1.1.21, entitied, "Early
Complications and Problems" table 1.3.a
identifies "cérvical stenosis / inability to dilate” and
"false passage” as complications.

19 CSR 30-30.050(1)D) defines a complication
as including, "but is not limited to; incomplete:
abortion, hemorrhage, endometrtis, parametritis,
pyrexia, pelvic:abscess, uterine perforation,’ fa;ied
abortion, cervical [acerat:ons retained produicts,
-or diagnosable pgychlatn_c; condition;”

To date,-some phys:mans who provided the cate
documented within the medical records reviewed

__05/28/2019
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have refused fo submif to interviews.

R30:30. 3)(8) The: fac;hty shal!
maintdina medical record

The facility shall maintain a medical racord
according to professional standards for each
patient:

This regulation is not met as evidenced by:
Based on facility recard review and interview, the
facility failed to ensur_e_

- the medical records:wel

aintaingd in a
manner that accura i

1. Medical records reviewed during the course of
this investigation showed significant documented
differences between the “Encounter date" and the
"Current date". The following records were
collected and reviewed:

- Patient #1 presented to RHS for a surgical
abortion on The medical
record recording the visit notates an "encounter
date” of and a “current date"
of

= Patient #1 presented io RHS on :
. for post-abortion care. The medical record

i Missour -Depaﬁi‘nﬁiﬁ-&g’f Healih and Senior Services
BIAI )
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- Amedical record, reference
‘| generated by Staif E, dated

ey Tar encounter on

review for encounter on

ent and foliow up plan(s).”

On April 3, 2019, Staff C stated that the-
"encounter date" represents the date’ the P

1 "checks out” after their appoinitment; the:
;| electronic’ record is locked and ng one can’

recording the visit notates an"encounter date” of
and A "current-date’of

4t B:40
“| a.m.(approximately 6 hours prior to the start of
|:the procedure), states, "Supervising provider

8:40.am. (approx;mately 1 hour pricr 1o the

O.f the procedure), states, "Supervising provider
v for : 8:40 AM 1
present for the procedure and agree with the

was seen: She. explainad that each. time a patient

|.into the medical record without unlocking the
-Tecord. The "eurrent date” represents when the
|:record was last unlogked and relocked. She
tated that the "current date" may be different due
a number of reasons: The front dezk clerk

ed to check a patient out from their original:
yointrent or a correction was made 1o the visit

L1118
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summary (spellmg grammar), whieh would
require mnmng anew wsﬂ: summary. She

. to ‘the record
and no physicians have access to unlock the:
records. She identified herself, two staff nurses
and a front desk clerk who have access to:
"unlock” the records. She is able to-determine

-who was in the record but not for what purpose:

In regard

clerk'wasi
She couid

purpose of uniocktng the records

On May 28, 2019; Staff E was interviewed. When

asked to explain the difference between the
encounter date” and' the current date” within the
medical record she. stated "L have ho idea.

~_:| That's.an inférmational techno[ogy thing: :It's how
. | documenis are generated. i don't know the

‘| answerto’ that” Staff E denied changmg the
" | record. -She denied that she had access to

"uniock™ a record to change the record.

For records scanned into the system andnot

created within the electronic medical record, such

as compilcatlon reports and informed consent

SAIN
{X4) I SUMMARY STATEMENT. OF DEFICIENCIES )
pREFD( ({EACH DEFICEENCY MUST.BE PRECEDED BYFULL /
TAG REGULATORY OR LSC IDENTIFYING INFORMATION)
DEFICIENCY)
L1119| Continued From page 52
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L‘Iﬁﬁ Coitinued From page 53 L1119
' documentatlon Staff C stated that ihere isho

abortion on
pelvic examination i
as conducted by phys

procedure was performe
physician fellow, Staff A.
performed under ulirasound. The patient's ¢
was dilated to 21 and a 7mm carinula was used
for the aspiration. The physician notes that
"procedure completed with difficulty MVA
activated with rio tissue returned.” Additional
visit-camments, entered info the record and dated
‘at 12:00 p.m., state, "Uterus
anteverted but retroflexed. Dliated fo 2‘1Fr and
7mm-cannula passed. MVA deployed with no
tissue or blood returned. Ultrasound brought o
| room. “Attempted again to pass driator with
visualization with both transvagma
transabdomrna! ultrasound v1ew _

50 procedure abandoned. Wil plan for
dication abortion.” A note in the record dated
at 12:45 p.m., states,
dlcation AB teachrng comp!eted and HCG
scheduled.” The recorded
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" NAME OF PROVIDER OR SUPPLIER

REPRODUCTIVE HEALTH SERVICES / PLANNI
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SAINT LOuts, MO 831 [15:]

' l?GJn May 28, 2018, Sta E was mterwewed
asked about the medl ation )
#1, she stated, "l han
her take it When asked why the record reflects .
that Staff l:administered the pill to induce the

abortion, she stated, "So, [Staff [] as the Medical

Directot; nﬁen times the scheduling, ifsa
schedulmg issue. Under which, it has. nothlng fo
do with him-actually physically giving the-
medication ... As the Medical Director, he would
be the one for whom & medication is ordered
from for the clinic, would be the dispensing
to me who was the person who administered the
medication.” o

On May 28, 2018,
was interviewed. 211,
expeciation that the. _'edi I'a ,
reflect the role of each praclitioner and are timed
and dated accurately, 'he stated, "So the medical
record should be accurate, period. It should be
complete. It should reflect the medical care that
is provided. There are elements of the medical
reco _hat require time stamps based on clinical

3. Remew of the med[cai record for Patient:#1
showed she presented to RHS for a surgzca{
a_portron on The abortion
‘wa ne m by physmlan fellow,.

by Staf E, dated
. States in part, “Supemsmg provider

SUMMARY STATEMENT OF DEFICIENGIES, . 0 PLAN OF CORRECTION )
(EACH DEFICIENCY MUST BE PRECEDED BY FUIL. PREFIX COMPLETE
REGULATGRY OR LSC IDENTIFYING INFORMATH TAG DATE
ontinued From page 54 ik LAT19
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was preseént for the procedure and agre:
freatment and follow.up plan(s)." Fu :
document noted, "pt. with an very acutely

retroﬂexeci uterus and the pregnancy at the

patlent The:position of the 'j'
neffective. TV UIS was i

hd pts discomfort, coupled
, we opted to stop the
B Dlscussed and

| at RHS. Staff K and:Staff L. inttially refused
to provide copies of the. records The reguested
records were provided on May 11, 2019. Review
of the records showed:

gned an informed consent for an
StaffE

performed ihe procedure at 1:14 p.
" The record does not denote
a pracedure end time:

= Pafient #8 signed an informed cénsent for
abortion with Staff E on
Phys_ an res:dent Staff'F performed the

1PE
R 1 305 e o

P in E was "present for the
d Senior Senices
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procedure and agree the treatment and follow up

- plan(s):”

Patient #1 was document
an hour pI'IOI' to the proee

appomtment time would have-been

On May:28, 2019, Staff |, RHS Medicz
was ;ntemewed When asked if it w
expectation that the med;cal record
reflect the time the supervising phys

-;;present inthe room during the abortion
procedure, he stated, *1 don't know that | havean:|

xpectat{on regardsng the time."

date

1]

fefused to submit{o mterviews

-a complication report for i fai
abortion was submitted fo

some physicians who provided the care o
mented within the medical records reviewed. ; .
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DEE R
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PREFIX

TAG
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L1129

Continued From pa T4

required.

- | Findings included:

1. Medical record review for Patient #1 showed
she presented to RHS on |} I ©
provide informed consent for a surgical abart:on

file and Is signed. by the patient and Staff E.
Patient #1 presented to RHS fora surgical
abartion on N St=f A
performed the procedure at 11:35 am. The
abortion ' was not performed under ultrasound.
The patlent‘s cervix was dilated to 21 and a 7mm
cannula was used for the aspiration. The
physician notes that * ‘procedure com pleted with
difficulty MVA activated with no tissUe returned.”
Additional visit comments, entered into the record
and dated 1

Ultrasound
pass dilator
transvagmai '

record dafed— at 12 45 p.m.,

states, "Medication AB ng completed and
HCG drawn. Follow up apt scheduled.” The
record includes a "patient agreement” form for

signed by the patient and Staff E and is dated

I - 12:00p.m.

The record indicates Patient #1 contacted RHS
on— at 12:05 p.m., and spoke
to a nurse, Staff J.” The record documents the
contact as follows, "Spoke with pt who

The informed consent document is presentin the |

the administration of Mifeprex. The agreementis

L1129
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L1129| Continued From page 58 o t1128

reports only mild cramping and scant ble"édihg
since taking misoprostol at 530pm last evéning.
=nicouraged pt to wait thru tonight togive |
misoprostol the full 24.hrs to work and if she still
thmks she has not passed the pregnancy
tomorrow moming to return fo clinic.. Pt
verbalized an understandmg of plan and states
she will comply. [Siaff E] aware and agrees with
plan.”

Patient #1 presented to RHS on
for post-abortion care. The record, dated
documents an ultrasound
conducted. Findings included are identified
olk sac, cardiac motien, fetal pole,
tiorial sac with double ring sign, single™.
fisit comment in the record states, Pt
1edto ciiriic with continuing pregnancy

performed at12:56 p.m. by Staff E. The bnrizcn
was: performed under ultrasound. The patient’s.
cervix was dilated to 25 and a 9mm cannula was
| used foi the aspiratiofl. The physictan notes that
the procedire was completed without difficulty.
An-additional comment in the record, dated
B O o from an unknown
author, states, "S/p failed Sab 2/2 dicomfolr and
uterune position. Attempted MAB without
success. USe of IVS and U/S guidance was able
.. | to evacuate without diffcilidy.. Extremely RV and
. 1:Refroflexed".
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The record contains a completed: compﬂcatson

{:report, dated

-attempted on Patient #

The report indicates the reason for-the:
complication was "Failed abortion/pregnancy
undisturbed” The document is signed by Staff E.

OnApril 3, 2019; & review of records received by
the DHSS Bureals of Vital Records from RHS was

me. Staff L prowdeda
that she provided to

signed the cover letter sent fo il
letter is dated ) rine
mail receipt is stamped as received at BVR-on

18 CSR 30-30.060(8)(C) The QAP program shall
show evidence of actio

The QAP program shall show evidence of action
the facility took regarcilng problems identified and
shall zdentlfy opportinities for improvement.

This regulation” is not met as evidenced by:

L1169
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.| - Seereferenced e

Bas facility record review and review of the
standards of medical care, the facility failed to
ensure: :

- the appropriateness of the care provided at the
facility was reviewed regarding the occurrence of
3:failed abortions documented within the medical

records from NN ro1oh I

-that action was taken regarding problems
identified in the medical care .
facility; regarding the failed al

Findings included:

wﬂhm ’lhe
fo submit

Commitiee Meeting” min

Teveaied, "Rev
‘visit followed by tx @ ho 2
‘compligation report comp etecf at-
Cardiac Motion, Il likely & pregn
missed of a twin;" epartmentfind
explanation is- insuﬁ‘ cient to satisfy compliance
with this:requirement.

Between N =<

Staff A performed at least 2 failed abortions, as
documented within the medical records reviewed.
As of the date of this writing, Staff A has refused
to submit fo an interview with DHSS. Inspectors:

On May 28, 2019, Staff E was interviewed. When

(X3) DATE SURVEY
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asked'aboutthe frequency.of failed abortions,

she stated; "A failed abortion is less than 1% of all
|:the abortions that we take fand | would say -
‘[that's consistent with what 1 have seen.” When |
asked about the frequency of complications at.
RHS, she stated, “You have fo have a
denominator. This is still incredibly rare and
consistent with the expected amount of failed
abortions, 1% orless.”
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