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INITIAL COMMENTS

An unannounced complaint investigation was
conducted on 04/19-20/2013. Based on the
investigative findings, violations of the rules were
identified. The investigation continued to collect
data to validate the findings related to the
administration of an injectable medication
administered to patients orally for Medical
Abortion Procedures (MABP). The investigative
findings revealed an imminent threat to the health
and safety of patients. Investigative findings
revealed the administration orally of an injectable
form of Methotrexate for Medical Abortion
Procedures. Manufacturer's packet insert,
Medical Affairs for Fresenius KABI (manufacturer
of Methotrexate), Assistant Director Education
Carolina Poison Center and Medical Advisor for
the Division of Health Service Regulation do not
recommend the administration of injectable
Methotrexate to be given orally to patients. The
facility ' s failure to administer the medication
according to the manufacturer's recommendation
could affect the absorption of the medication.
Therefore, the patient would not receive the
intended dosage of medication ordered by the
physician for the medical abortion procedure.

.0302 PERSON IN AUTHORITY

10A NCAC 14E .0302 Person in Authority

The governing authority shall designate a person
to have authority and responsibility for the
administrative and professional functions of the
clinic.

This Rule is not met as evidenced by:

Based on protocol review, medical record
reviews,observation, staff and physician
interviews, review of medication package insert
information and interviews with medication
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manufacturers and poison control, the facility's
governing authority failed to ensure medication
administered for medical abortion procedures
was administered according to the manufacturers
recommendations.

Findings include:

Review of a clinic "MAB (medical abortion
procedure) Protocol" (not dated) revealed "For
Medical Abortion patients who had an ultrasound
confirming an intrauterine pregnancy of less than
seven weeks: Patient is to be given 3 ccor 4 cc
(depending on BSA body surface area) of
Methotrexate orally in the office on day one. Use
the BSA formula to determine the appropriate
dosage. ..."

1. Closed medical record review of Patient #9
revealed a 21 year-old female that presented to
the clinic on 02/16/2013 for a medical abortion
procedure. Review of the record revealed the
patient was less than 5 weeks gestation by
ultrasound. Review revealed the patient was
administered Methotrexate 75 mg (3 cc) orally at
1040 and was discharged home. Review
revealed the patient returned to the clinic for a
follow up appointment on 03/13/2013 and had a
positive pregnancy test. Review revealed a
surgical abortion procedure was completed on
03/13/2013. Review revealed a follow up
appointment was completed on 04/04/2013 and

an ultrasound revealed no intrauterine pregnancy.

2. Open medical record review of Patient #1
revealed a 33 year-old female that presented to
the clinic on 04/19/2013 for a medical abortion
procedure. Review of the record revealed the
patient was 5 weeks gestation by ultrasound.
Review revealed the patient was administered
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Methotrexate 100 mg (4 cc) orally at 1350 and
was discharged home. Review revealed the
patient was scheduled for a follow up
appointment on 05/13/2013.

Observation on 04/19/2013 at 1600 during tour of
the medication area revealed a 10 ml (milliliter)
vial of Methotrexate injection 25 mg (milligrams)
per ml (250 mg). Review of the box containing
the Methotrexate revealed "contains preservative"
(written in red).

Interview with a registered nurse during the tour
revealed the Methotrexate injectable is
administered orally without diluting the medication
after determining the appropriate dosage using a
formula that was posted on a cabinet door. The
nurse stated the medication is drawn up with a
syringe and injected into a cup for drinking.
Interview revealed the dosage was either 3 cc
(cubic centimeters)/ 75 mg or 4 cc/ 100 mg for
each patient and the medication is used for
medical abortion procedures.

Review of the Methotrexate injection package
insert revealed the manufacturer of the
medication was "APP." Review of the package
insert revealed no evidence that the injectable
medication could be administered orally.

Interview on 04/20/2013 at 1155 with a physician
that was working at the clinic revealed the route
of administration of Methotrexate was determined
by the facility's medical director. The physician
stated that he had worked at the clinic 14 years
and until two years ago, the clinic gave
Methotrexate intramuscular. The physician
stated around two years ago the administration
decided to begin giving the Methotrexate
injectable orally. The physician stated "l don't
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order (the medication). The clinic decides. 1 just
sign. Oral or Injectable is not indicated on the
order. The nurse and clinic are independent from
me. | leave it to the clinic to decide. | have never
seen the (Methotrexate) pill used here."

A telephone interview was conducted on
04/20/2013 at 1300 with the Medical Affairs
Representative for Fresenius Kabi
(pharmaceutical company that manufactured the
Methotrexate used by the clinic). The interview
revealed there is not a recommendation for the
usage of injectable Methotrexate to be given
orally. The interview revealed the packet insert
contains the indications and dosages for
administration of the Methotrexate. The interview
revealed a Medical Abortion is not an indication
on the manufacture's recommendation.

Telephone interview on 04/23/2013 at 1100 with
the Assistant Director, Education with Carolina
Poison Center (PharmD, DABAT) revealed
Methotrexate injectable is not usually given orally.
The interview revealed the concern whether the
patient is absorbing the dosage intended because
due to the fact that as the dosage increases the
percent that is absorbed decreases. The
interview revealed she was unsure why injectable
Methotrexate would be given orally when there is
oral Methotrexate available.

Telephone interview on 05/09/2013 at 0830 with
the Medical Advisor of the Division of Health
Service Regulation revealed he does not advise
the usage of injectable Methotrexate to be given
orally. The interview revealed he had a concern
with the absorption of injectable Methotrexate
given orally. The interview revealed the
questioning of the usage of injectable
Methotrexate being given orally.
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10A-14E .0305 (b) All other pertinent
information such as pre- and
post-operative instructions,
laboratory report, drugs administered,
report of operation and follow-up
instruction including family planning
advice shall be recorded and
authenticated.

This Rule is not met as evidenced by:

Based on medical record review and staff
interview, the facility failed to ensure the
completion of an operative report following a
surgical abortion procedure for 1 of 5 surgical
records reviewed (#3).

The findings include:

Review of a closed medical record revealed a 24
year-old female that presented to the facility on
01/22/2013 for a surgical abortion procedure.
Review of the record revealed the patient was 7
weeks gestation via ultrasound. Review revealed
the procedure started at 1410 and ended at 1415
and the patient was discharged home at 1430
after signing out against medical advice (AMA).
Review of the record revealed a pre-printed
section in the medical record for "Operative Note
(completed by physician) Preop Diagnosis:

weeks gestation intrauterine pregnancy
Postop Diagnosis: weeks gestation
intrauterine pregnancy Operation: Dilation and
evacuation ..." Further review revealed this
section included medication administered during
the procedure and operative procedure, findings,
complications and condition of the patient at the
completion of the procedure. Review revealed
the "Operative Note" section of the record was
blank.
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Interview on 04/20/2013 at 1140 with
administrative staff revealed there was no policy
available that referenced the completion of an
operative report. interview revealed the physician
should have completed that section and it was
not completed. Interview revealed there was no
evidence of an operative report for this patient
following the surgical procedure.

.0311(B) SURGICAL SERVICES

10A-14E .0311 (b) Tissue Examination:
(1) The physician performing the
abortion is responsible for
examination of all products of
conception (P.O.C.) prior to patient
discharge. Such examination shall
note specifically the presence or
absence of chorionic villi and fetal
parts or the amniotic sac. The
results of the examination shall be
recorded in the patient's medical
record.

(2) The facility shall have written
procedures, supplies and equipment
available for gross and microscopic
evaluation of abortion specimens. If
placental or fetal tissue is not
identified by gross examination, a
microscopic examination must be done
on the P.O.C. In cases where the
microscopic evaluation is negative for
chorionic villi and fetal parts, or

the weight of the P.O.C. falls
substantially below the appropriate
weight range for the fetal age, a
microscopic examination by a board
certified or board eligible

pathologist shall be done on the
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pP.O.C.

(3) The results of this examination,
the findings of further patient
evaluation and any subsequent
treatment must be recorded in the
patient's medical record.

(4) The facility shall establish
procedures for obtaining, identifying,
storing and transporting specimens.
(5) The facility shall establish a
method for follow-up of patients on
whom no villi are seen.

This Rule is not met as evidenced by:

Based on clinic policy review, medical record
review and staff interview, the physician
performing the surgical abortion failed to
specifically note the presence or absence of
chorionic villi and fetal parts or the amniotic sac in
the examination of the products of conception
prior to the discharge of the patient in 1 of 5
patients that had a surgical abortion procedure
done (#3). :

The findings include;

Review of the clinic's "Surgical Services" policy
(not dated) revealed "2. Tissue Examination: a.
The physician performing the abortion shall
examine the products of conception prior to
discharging the patient from the clinic. The
examination of the POC's under eight (8) weeks
shall consist of identifying the presence or
absence of Chorionic villi or the amniotic sac. If
such tissue is not identified by gross examination
or if the villi are not identified by the float test the
_physician shall put the specimen in a container of
formalin, labeled with the patient's name and
other identifying information and send to a
certified laboratory for a board certified or eligible
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Pathologist's review. The examination of the
POC's nine (9) weeks or more shall consist of
obtaining an accurate weight, gross examination
of the specimen. If amniotic sac or fetal parts
appropriate for gestational age are not identified,
or if the weight of the POC falls substantially
below the appropriate weight range for the fetal
age the physician shall put the specimen in a
container of formalin, labeled with the patient's
name and other identifying information and send
to a certified laboratory for a board certified or
eligible Pathologist's review."

Medical record review of Patient #3 revealed a 24
year-old female admitted on 01/22/2013 for a
surgical abortion procedure. Record review
revealed the patient had a Dilation and
Evacuation for an intrauterine pregnancy of 7
weeks gestation. Review of the record revealed
no documentation of the gross description of the
products of conception (POC).

Interview with clinic administrative staff on
04/20/2013 at 1140 revealed the physician failed
to document the examination of the Products of
Conception. The interview revealed there was no
documentation of an examination of the POC
availabie.
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An unannounced complaint investigation was of compliance under EQ00 and E131
conducted on 04/19-20/2013. Based on the 's assertion
investigative findings, violations of the rules were .0302. Contrary to the state’s
identified. The investigation continued to collect and the opinions rendered under
data to validate the findings related to the i dical i
10 Vet (o common medical practice
administration of an injectable medication E3000, it is bY . book
administered fo patients orally for Medical among abortion providers, textboo
Abortion Procedures (MABP). The investigative instruction and referenced scientific
findings revealed an imminent threat to the health . h that supports the use
and safety of patients. Investigative findings journal research that supp
revealed the administration orally of an injectable of parenteral Methotrexate used as a
form of Methotrexate for Medical Abortion : 3
i orange
Procedures. Manufacturer's packet insert, _solution dissolved in water or orang
Medical Affairs for Fresenius KABI (manufacturer juice, administered by mouth, as
of Methotrexate), Assistant Director Education N ifacient i {
; NG ; “ an abortifacient in early
“Carolina Poison Center and Medical Advisor for Eﬁ'ca'{mus o . Exhibit
the Division of Health Service Regulation do not gestational pregnancies (See Exhibits
recommend the administration of injectable 11k, and Hi).
Methotrexate to be given orally to patients. The r 5 N
facility ' s failure to administer the medication - . - ror | / / VT
according to the manufacturer's recommendation However, without adml’ttmg oo }3 K
could affect the absorption of the medication. fault, we have voluntarily removed
Therefore, the patient would not receive the in all forms from our
intended dosage of medication ardered by the Methotrexate fn all 19 d will not
physician for the medical abortion procedure. formulary as of 4.26.2013 and wiii no
be using Methotrexate as an
£ 131} .0302 PERSON IN AUTHORITY E 131 abortifaCient in the future (See Exhibits
10A NCAC 14E .0302 Person in Authority Iv,V,and VI). We, therefore, feel that
The governing authority shall designate a person since we do not use Methotrexate nor
to have authority and responsibility for the . . ing of
administrative and professional functions of the plan to use it again that the ﬁnd-mg
clinic. imminent danger and the resulting
jon Clinic at 3220
This Rule is not met as evidenced by: closure of ’%he .AbOI’tIO X
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E 131} Continued From page 1 E131 | Regarding the comment made by an
manufacturers and poison control, the facility's interviewed physician, we disagree with
governing authority failed to ensure medication e hvsici
administered for medical abortion procedures the citation in E131. The physician on
was administered according to the manufacturers duty by The NC medical Practice Act is
recommendations. responsible and has the obligation to
Findings inciude: supervise the dosage and route of

. - . . dministration of any medication that
Review of a clinic "MAB (medical abortion EtﬁrgJ%FEEFTf th g/ ician di
procedure) Protocol” (not dated) revealed "For 4 - 1T the physician did not
Medical Abortion patients who had an ultrasound want to give Methotrexate orally it was
confirming an intrauterine pregnancy of less than his decision -
seven weeks: Patient is to be given 3 ccor 4 cc . no_t to d_°.5° since the
(depending on BSA body surface area) of licensed abortion clinic does not
Methotrexate orally in the office on day one. Use ractice medicine, the phvsici
the BSA formula to determine the appropriate P . o physician do.e s
dosage. ..." The Abortion clinic merely made this
| Closed medical record review of Pationt #9 available in their formulary (see Exhibit

. Closed medical record review of Pafien - .
revealed a 21 year-old female that presented to Vil -section XIi p. 1 APWHC Policy &
the clinic on 02/16/2013 for a medical abortion Procedure Manual)
procedure. Review of the record revealed the —
patient was less than 5 weeks gestation hy
ultrasound. Review revealed the patient was
administered Methotrexate 75 mg (3 cc) orally at
1040 and was discharged home. Review
revealed the patient returned to the clinicfora
follow up appointment on 03/13/2013 and had a
positive pregnancy test. Review revealed a
surgical abortion procedure was completed on
03/13/2013. Review revealed a follow up
appointment was completed on 04/04/2013 and
an ultrasound revealed no intrauterine pregnancy.
2. Open medical record review of Patient #1
revealed a 33 year-old female that presented to
the clinic on 04/19/2013 for a medical abortion
procedure. Review of the record revealed the
patient was & weeks gestation by ultrasound.
Review revealed the patient was administered
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Methotrexate 100 mg (4 cc) orally at 1350 and
was discharged home. Review revealed the
patient was scheduled for a follow up
appointment on 05/13/2013.

Observation on 04/19/2013 at 1600 during tour of
the medication area revealed a 10 m! (miliiliter)
vial of Methotrexate injection 25 mg (milligrams)
per mi (250 mg). Review of the box containing
the Methotrexate revealed "contains preservative”
(written in red).

Interview with a registered nurse during the tour
revealed the Methotrexate injectable is
administered orally without diluting the medication
after determining the appropriate dosage using a
formula that was posted on a cabinet door. The
nurse stated the medication is drawn up with a
syringe and injected into a cup for drinking.
Interview revealed the dosage was either 3 cc
(cubic centimeters)/ 75 mg or 4 cc/ 100 mg for
each patient and the medication Is used for
medical abortion procedures.

Review of the Methotrexate injection package
insert revealed the manufacturer of the
medication was "APP." Review of the package
insert revealed no evidence that the injectable
medication could be administered orally.

Interview on 04/20/2013 at 1155 with a physician
that was working at the clinic revealed the route
of administration of Methotrexate was determined
by the facility's medical director. The physician
stated that he had worked at the clinic 14 years
and until two years ago, the clinic gave
Methotrexate intramuscular. The physician
stated around two years ago the administration
decided to begin giving the Methotrexate
injectable orally. The physician stated "l don't

All medical abortion patients are
scheduled for a follow-up appointment
during counseling for the medical
abortion procedure. Patients must
agree to return to APWHC for this
follow-up appointment to ensure the
medical termination is complete and
check for possible complications.
Medical abortion patients who fail to
return for their follow-up appointments
receive letters via USPS mail at the
contact address which they provide us
in their patient chart and/or telephone
calls to their listed contact number in
which it is explained to the patient that
it is imperative they contact our office
to reschedule their missed follow-up
appointment. This has been our long-
standing policy and will continue 10 be

practiced by APWHC.

]
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order (the medication). The clinic decides. | just
sign. Oral or Injectable is not indicated on the
order. The nurse and clinic are independent from

me. |leave it to the clinic to decide. | have never

seen the (Methotrexate) pill used here."

A telephone interview was conducted on
04/20/2013 at 1300 with the Medical Affairs
Representative for Fresenius Kabi
{pharmaceutical company that manufactured the
Methotrexate used by the clinic). The interview
revealed there is not @ recommendation for the
usage of injectable Methofrexate to be given
orally. The interview revealed the packet insert
contains the indications and dosages for
administration of the Methotrexate. The interview
revealed a Medical Abortion is not an indication
on the manufacture's recornmendation.

Telephone interview on 04/23/2013 at 1100 with
the Assistant Director, Education with Carolina
Poison Center (PharmD, DABAT) revealed
Methotrexate injeciable is nat usually given orally.
The interview revealed the concern whether the
patient is absorbing the dosage intended because
due to the fact that as the dosage increases the
percent that is absorbed decreases. The
interview revealed she was unsure why injectable
Methotrexate would be given orally when there is
oral Methotrexate available.

Telephone interview on 05/09/2013 at 0830 with
the Medical Advisor of the Division of Health
Service Regulation revealed he does not advise
the usage of injectable Methotrexate to be given
orally. The interview revealed he had a concern
with the absorption of injectable Methotrexate
given orally. The interview revealed the
questioning of the usage of injectable
Methotrexate being given orally.
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E 138 ,0305(B) MEDICAL RECORDS £1ag | F138
10A-14E .0305 (b) All other pertinent It is our policy and documented in our D /ZO \
information such as pre- and Policy and Procedure manual that a
post-operative Insiructions, . . lete all ects of
laboratory report, drugs administered, physician must complete at asp
report of operation and follow-up the patients medical record and that
instruction including family planning they must verify the products of

advice shall be recorded and
authenticated.

This Rule is not met as evidenced by:

Based on medical record review and staff
interview, the facility failed to ensure the
completion of an operative report following a
surgical abortlon procedure for 1 of 6 surgical
records reviewed (#3).

The findings include:

Review of a closed medical record revealed a 24
year-old female that presented to the facility on
01/22/2013 for a surgicat aboriion procedure.
Review of the record revealed the patient was 7
weeks gestation via ultrasound. Review revealed
the procedure started at 1410 and ended at 1415
and the patient was discharged home at 1430
after signing out against medical advice (AMA).
Review of the record revealed a pre-printed
section in the medical record for "Operative Note
(completed by physician) Preop Diagnosis:

weeks gestation intrauterine pregnancy
Postop Diagnosis: weeks gestation
intrauterine pregnancy Operation: Dilation and
evacuation ..." Further review revealed this
section included medication administered during
the procedure and aperative procedure, findings,
complications and condition of the patient at the
completion of the procedure. Review revealed
ﬁ}e 'Eperative Note" section of the record was
blank.

conception as indicated in the Rules
and Regulations 1DA-14E.0311 {See
Exhibit Vlll-section X! p.1 APWHC Policy
& Procedure Manual). In addition, we
have added the APWHC Physician
Pathology Review Policy (See Exhibit IX)
“We have ab_/lf BFEQ’gﬁ{fhgt!gdés ove?
the charts daily and at other times 1o
correct deficiencies (See Exhibit X-
section V p2 APWHC Policy & Procedure
Manual). In addition, we have added
the APWHC Quarterly Chart Review

Policy (See Exhibit Xi)

Although we have made a best effort, a
deficient chart slipped through the
cracks. We will endeavor to not let this
happen again and continue our routine
policy of chart review and repair. We
will continue to monitor staff and
physicians to accurately complete all
aspects of the medical chart in a timely
manner. We will counsel and carrect
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E 138 Continued From page 5 E138
Interview on 04/20/2013 at 1140 with
administrative staff revealed there was no policy
available that referenced the completion of an
operative report. Interview revealed the physician
should have completed that section and it was
not completed. Interview revealed there was no
evidence of an operative report for this patient
following the surgical procedure.
E 158 E 158

.0311(B) SURGICAL SERVICES

10A~14E .0311 (b) Tissue Examinatior:
(1) The physician performing the
abortion is responsibie for
examination of all products of
conception (P.0O.C.} prior to patient
discharge. Such examination shall
note specifically the presence or
absence of chorionic villi and fetal
parts or the amniotic sac. The
results of the examination shall be
recordad in the paiient's medical
record.

(2) The facility shall have writien
procedures, supplies and eguipment
available for gross and microscopic
evaluation of abortion specimens. If
placental or fetal tissue is not
identified by gross examination, a
microscopic examination must be done
on the P.O.C. In cases where the
microscopic evaluation is hegative for
chorionic villi and fetal parts, or

the weight of the P.O.C. falls
substantially below the appropriate
weight range for the fetal age, a
icroscopic examination by a board
certified or board eligible

pathologist shall be done on the
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P.O.C.

(3) The results of this examination,
the findings of further patient
evaluation and any subsequent
treatment must be recorded in the
patient's medical record.

{4) The facility shall establish
procedures for obtaining, identifying,
storing and transparting specimens.
{6) The faciiity shall establish a
method for follow-up of patients on
whom no villi are seen.

This Rule is not met as evidenced by:

Based oh clinic policy review, medical record
review and staff interview, the physician
performing the surgical abortion failed to
specifically note the presence or absence of
chorionic villi and fetal parts or the amniotic sacin
the examination of the products of conception
prior to the discharge of the patienfin 1 of &
patients that had a surgical abortion procedure
dane (#3).

The findings include:

Review of the clinic’s "Surgical Services” policy
(not dated) revealed "2. Tissue Examination: a.
The physician performing the abortion shall
examine the products of conceplion prior to
discharging the patient from the clinic. The
examination of the POC's under eight (8) weeks

¢ shall consist of identifying the presence or
i absence of Chorionic villi or the amniotic sac. If

such tissue is not identified by gross examination
or if the villi are not identified by the float test the

 physician shall put the specimen in a container of
formalin, labeled with the patient's name and

other identifying information and send to a
certified laboratory for a board certifled or eligible

x4 ID SUMMARY STATEMENT OF DEFIGIENCIES 1D
PREFIX {EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETE
TAG REGULATORY OR LSG IDENTIFYING INFORMATION) TAG GROSS-REFERENCED TO THE APPROPRIATE DATE
DEFICIENCY)
E 158| Continued From page 6 E 158
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Pathologist's review. The examination of the
POC’s nine (9) weeks or more shall consist of
obtaining an accurate weight, gross examination
of the specimen. If amniotic sac or fetal parts
appropriate for gestational age are not identified,
or if the weight of the POC falls substantially
below the appropriate weight range for the fetal
age the physician shall put the specimen in a
container of formalin, labeled with the patient's
name and other identifying information and send
to a certified lahoratory for a board certified or
eligible Pathologist's review."

Medical record review of Patient #3 revealed a 24
year-old female admitted on 01/22/2013 for a
surgical abortion procedure. Record review
revealed the patient had a Dilation and
Evacuation for an intrauterine pregnancy of 7
weeks gestation. Review of the record revealed
no documentation of the gross description of the
products of canception (POC).

Interview with clinic administrative staff on
04/20/2013 at 1140 revealed the physician failed
to document the examination of the Products of
Conception. The interview revealed there was no
documentation of an examination of the POC
available.

NCQ0087132
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Please see highlighted areas for substantiation of parenteral Methotrexate used orally.
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methotreeste-teiated side effectz. This pilot shdy
eslatdished thay methoirexale in combination with
vagiral nusopeesiol was prtentally effective dor
carly abortiam,

Tiva larger brials suppetted a longer intervit be-
feeren metholrexate aned misoprastl administea-
ton In the first study 178 wamen ot 63 day’ s
tagion o less mecedved methotresate 50 mgdmy
tntrorascularly follinved &7 deys later Ly smo-
prustal B00 g vaginally" Fasents who did not es-
oot the gestatione? sac received a repest misopsostial
dose, By 14 days after methotresate admirésivation,
el sulbjects successfully aborted, 14% of these
patiantz meguired & fepeal misepraatol dese. How-
evsr, 2R of patients were ot less than 33 days’ ges-
mtion, grd G5% ware at less than 45 days, Ad-
dizioteally, the tsvestigtor folhnesd sulbgeis for
anly 1-2 weeks péler the misoprostsl, which may
e hsuificient to identily all cases of incomplete
gapilston, Also, only 2 of 178 women reporied

lowverr than that meported In olier sortes

The seoond eepart wias a randenuzed condeafied
el compadng the efficacy of ntranusau
methatrexate g we ollowerd By vamant wis
prastel B0 pg adrinistered 3 or 7 4
prepnascien up to 5p days” geatation. As in nther
bripds, patients Teenived o mpeat dose of misoprostol
it {he goctational sac was ot expellad. The overall
elfectivenuss rates, weze S3% and 995 w the 3 and
Taday grearps, respoctively. Only 83% of pasients in
the d-day groun and 68% in the P-day group passed
the pregnancy willun 34 hours of the fisl o7 seeend
dlege F misapustl

& mubticenter trial of S0 women 0% 58 days' gos
tation or less psed methoinneate 51 mygden® dnbra-

methobexnte-relatod wddde offects, o rate regahly

musrularly folloved 7 days fater by misoprost
BN g waginally™ Suljects recelved & repeat rais
prastod doge 3¢ houes Tajer iF abortion did v oo
Creernll, 8779 of subfecrs completely aboried with
out the nesd for 3 surgical procedure, The wuren
sate was sigriBranly betier ot 49 des” rstations
bese fhan at more than 4% days (Teble #-2) Qi
TN of enbjacts aborted by 14 days ales the m
cirsxate (Tabie 8-21 Wones who passed e pog
pancy within 24 houe of (e list or second &n
of migeprosind expasienced bleeding and spaitn
for 34 2 7 shinyyg dhose whas guassed sl prapuanr
after a delay Fad Glunding and spotting for 11 <
daye. Side affects arcureed after wjeciion of st
obymate, althoegle sime could have vasuizad foy
“mprning stckness” {Table 8-3) Atter misopoml
adminisdrnion, nausea cortrred o 1A%, vambii
in 8%, diarmhea in T, and scbiective fsver or Gl
in 3% of sabjects. )

Botause o predmuary evalualton ol legimens i
ing ol melbofrexate sheward enes o [
il rwaluased 8 Sl
oreaiol 8K g
Uy af sobjecte completely abortsd, witly TR
g Ve pregnancy within 54 hours of sh g
second dosse of misopenstod {Table 8-21. Foo e
wazmery, Dlepdiog and spotting 5 = & day
Women who passed the pregnancy after a &4
had bleeding and spotiiog for 11 2 7 days, Subje
ruportesd side effist. mume sdten attes eral mth,
teevate bhan alter intronusonlar administeation, &
though shis might be due 1o different patiend iy
wlativng vr e the way side effects data ax
coffected (Tale 8-

Methotrexate offers the adeanta
wnpirsive ad, wolibe mifepristnm, i

e of being v
wirlely avi

|
|
|




auys’ gestating, Using misoprostel 800w vaginally
1= ko vl inacceptable efficacy through 63
v gestation, Fundly, deenasing, the <dose of mi-
pristmre o0 00 mog and cambasing it with miso.
wtol (80 e rrally effocts abortion throegh i
daps’ gesdatioes, althongh w 38%-day gesiation Tl
ay B roTe gpproprivie. L

Chndead 1nals sugpest no Jdifference in eff
s w201 or AL ang o mifepristene
dureanen, clmemacokinetic studies of serem lovel:
steie o sighafivant differsnce a8t any Jduse of 100
g o ponster Thaas the Jower done iy an eliective,
‘s espensive siteriative. Tosddition, shdies with
Wmg supaest that rates of Pleeding snd expulsion
taiwsen adhwinistration of ifepristine aub e

priskzgianedin ane pedweedd when the Iower dose is
weik. Thess factors say be of ddical Leneds, as

iy leseamy the reed for additinnal svalustion sl
iz Bielehund that wormen will oxpel the pregnancy
st ananticipaled thoe.

Eieoprar, Chinese, and LS, clinieal trial proio.
v e ineluded songical aapiation i the aboe-
liin & not cemplety Iy 0 2oweek follew-ug sasit,
S pt ol ™ doemonstratesd that this inlrvention is
wh apeessary, onel 1hat addilivnod duses o mis-
il oy siply walting O 1Be pregiancy is not
vidiz] b o acerplable altemasive
hopresate elfectively incuzes abertion up to
Fikres goslation s adiinisteved as S0 g o
settharly o7 3 ooy wrally Alhough the ef
appears o far gostalions alter 34
e sdtitep decline is evident ot any pagticular
o oage. For both metheloesate and e
e aburton, efficacy appearz In be higher
2 daes thao al 49 Javs.

Al Rhobinegative pationts roceive K1y im.
umme slobalin, sithough some esperts have ques-
ined e tevesschy of his practice i varly medical
Lina pationts " A i of B g seeffices lor yes-
3ol 12 weeks or tess, 1 the blood type s not
tawa Ak the ke of mifepristone or aelhotesate
esnisteation, the patieng can reorive the frmune
wlulin anytinse beioare shi uses the prostaglanchin

erntornls Blrlomm

&
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Chapter 8 ¢ MEOICAL ARDISIION IH EARLY PREGMANCE w2

storlyy grmprront i< e in fover than 3% of mede
iral abortinne

The mwdicyl contrindivatives I mifeprisione
atation includz cdntratrulizabons {0 ouipatien!
abortion, such as @ hemarrhagic disonden, uae ot an-
givnagulants, and soven: anemiy ws well @ knewn
allvrgy by mefeprisione or the progtagiondin ana-
Togae. Beeause of e ontglucocoitiond properti:
of fpifepeistene, wonen with chiranie renal smsotti-
cieney and long-term certioosteroid use are also in-
eligibie for malepristone -abortion, fn prinaple,
thene are ne contrindicativns o misapristol nee
Howeever, beeitase a small number of sweomaenosniak-
#rs over age 20 experizaced adverse candiae ovents
trdlowing sulprestans admimistratiom, ™ the mediol
commizsion in France exterded the same pestriction
tee wenen using txli;-uém‘u--hfl ur peracpret Nom
samithers over age A3 are il ramdidatey [or mife.
pristone and misoprostel abortion. Mifepastone
e o affect anthosg, but severely asthrebie pa-
tiepts may rguine chromic aorlicosterobd usa, Lv-
necological  contraindicalivn:  include pregnancy
over 40 doys, saspeected sctopie pressancs, tloeids
resuefbing in excescive Meeding, amd an intrantering
device JELUTH oy sihs

Peom o medival pouat af waw, mfepristoned
misoprisind et neguives theee visits, Powesn
fronch lnw mandatss 2 wartieg, pasicd Prom she
N a woran Jecddes T Bave an aburebion b she
iy dhast thee aboriasn takes place; this soedical
abortion in Pronce requires. hour visits,

Lait { vienrs when the seoman sequests an alaor-
fm aeed sedieets thie sethog of abertion approprine
tor ker The women miwst decide whether she wasts
it mtfepriatene alsrtion. B th woman s hesdlant 1
prariripate i lis eppies b abimlon, she shonlkd g

|

2,

The praguney musl be 49 davs or less al b
timer the patiny tokiss the mitepristone, The olini-
cian estimotes Fhe oge of the pregnancy by the
woran’s mensiruil history, geaevolngicad exami.
mtion, and quanbiative pRCG msaswremenl. Son-
opraphy ke pedfanmed i chere & & disoepaney by
fwprett fhe menstruel dates and sterme e, vaginal
Slerding is prosent, or shere are syiptons of a pos-
silde wctopss pregrascy. Suspicios of an eitoph




R FARK] Crad murbelr oo eompared wh ineted.. s 3 Obatm S THEL - Pyt SR

Puoided -

Display Settings:  Absfract

RS A Cauonnad, 1959 k18401114952,

Oral methotrexate compared with injected methotrexate when used with
misoprostol for abortion.

Depariment of Family Practice, Uriversily of Britssh Solumbla, Vaneower, British Coumbia, Tanada.

OBJECTIVE: This study was undertaken to compare aral to injesied mathorexate with respect fo
affectivenass, side effects, and acceptahility,

BTUDY DESIGN: Ons hundred women In an urban primary care practicos were randorly assighed
in phase 1 to recelve 50 mo/mi2) methatrexate by either the oral or the injected route. s phase 2
another 87 womenwere allowsd to choose between the oral and injected rowtes. In both phases and
in all groups the methotrexate was followed 5 to 7 days later by misoprostol administered vaginally by
the patient. The maln oulcome was the success rale {the number whose pragnancies aborted without
surganyy, other autcomes included side effecis and acceptability,

RESULTS: Them wera no differences in rates of success, side effects, or acoaptability between
groups receiving oral and injected melinirexate. Among the wormen in phase 2 the oral forrn was
chosen by 57.5%.

CONCLUSION: This study indicates tha for medical abortions induced with metholrexate and
misoprostol iLis possibie to offer both the orgl and injected routes of methoirexate wilhoul sacrificing
efficacy ard thal aboul hall of the women offered a cholce will chanse the oral route,

£
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Oral use of parenteral Methotrexate has also been used in the treatment of Rheumatoid Arthritis,

Disnlay Ssttinqs: v Abstract Ssnd tor o

:Brnearate 1976 I2r 23304558
QOral administration of an easily prepared solution of injectable methotrexate diluted In water: A comparison of
serym concentrations ve methotrexate tablets and clinicat utility.

fdarsealt B (3armael

Tt Paw-Rams=zy idsdical Certer, Samnt Faul WIS 55101.2505 1154

Abstract

OBJECTIVE: Toinvestgate waether the injectable formuiation of methotrexate (MTX) given as an easily prepared oral so'utior of MTX diivted inwate
results i1 serum concertraiions simifar o tnose obtained with MTX lablets: ¢ descnbe an easy arnd sa‘e method of dispensing the drug

METHODS: S panwtz (6 women, 1 mant vath thenmatod arlbrhs werg gven 10 mg of liquid MTX aradly. Thes hauid was prepaced by diluling G 4 mil
of the injectable formulation of MTX (50 m@'2 mij in § ounces of water One ta 2 weeks later these patients were given 10 mg of LITX in the tablet form
MTX serum conceriratons were determimad using a Hluarescence polanzatonimmunoassay. The area underihe concenvationvs tme cunve {AUCH
s concentranan (Omax) and the time (o each maximun: concemiakon (max) were datermined fom ihe mseling concenlrion vs ime cuves
RESULTS: Tharn was to stistshoal dilferance i e vartables moaswed (AUC . Criay, imax), demonstrating conpaebie concentralions with these 2
methods of MTX administration. Patients found the med:cation easy to administer, ootential hazards with tie use of needles were avoided, and the
cost of the drug was greally decreased,

CONCLUSION: The adruiustrator of this easily prepated MTX solution v an akematiee to the copvenlionsl admmsicdion of MUX tabdes. and may b
of particutar benefitin patients with financial imitetions
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crrllzzmanioe xnd Other Agents

arenteral methotrexate
sporied a case series of 100 women <49 days’ gestation who
rexate 75 mg IM regardless of body surface area followed

2r bv misoprostol 800 g vaginally. The misoprostol dose was

zbortion had not occurred.

“ete abortion occurred in 95% (95% CI1 91, 99%) of patients. The

2te abortion rate did not vary by gestational age.

oz occurred in the 24 hours following the initial or repeat

rosiol dose in 71%; the remaining 24% of women who aborted

so afier a delay of 22 + 10 days.

eral (67) randomized 100 women <49 days’ gestation to receive 50

: o1 the parenteral form of methotrexate IM or orally (in 10 m! of

orange juice) followed by moistened misoprostol 600 pg vaginally. The

misoprostol was repeated if the woman experienced only light vaginal

bleeding.

a) The success rates for the oral and injected forms were 95% and 89%,
respectively (p=0.30). A sample size of 830 would have been required
10 establish a significant difference.

b) When patients were given a choice between oral and intramuscular
administration, only 57% chose the oral route.

Methotrexate alone

1) Creinin (68) treated 10 women <42 days’ gestation with a single dose of
- i

methotrexate 50 mg/m~ IM.

3)

a)

b)

Abortion occurred in 100% (95% CI 73, 100%). Vaginal bleeding startcd
24 = 10 days after the injection and lasted 10 + 3 days.

Four women reported side effects that could have been attributed to the
methotrexate (nausea, dizziness and headache); all of these effects were
limited to the first 4 days after the injection.

Schaff et al (69) treated 40 women <35 days” gestation with methotrexate 50
mg/m~ IM; further intervention (vaginal misoprostol or surgical abortion) was
offered on day 21 if abortion had not occurred.

a)

b)

c)

Ten of the women had not aborted by day 21. Two other women had
requested misoprostol prior to day 21 and successfully aborted. One
subject still had gestational cardiac activity by 21 days after the
methotrexate but did successfully abort after misoprostol treatment.
Vaginal bleeding started 16 + 8 days after the injection and lasted 10+ 5
days.

Side effects were reported at a rate similar to a comparison group who
used methotrexate and misoprostol.

Ozeren et al (70) treated 36 women <63 days’ gestation with methotrexate 50

mg/m” IM; the dose was repeated 3 days later if quantitative serum B-hCG

levels increased by 50%. A surgical abortion was performed if the medical

abortion was not successful by day 21.

a) Treated subjects averaged 45 + 8 days’ gestation (range 31-60 days).
Twenty-two (61%) required a repear dose.

b) Medical abortion was successful in 69% of women; abortion was 100%
suceessful in the 15 women <42 days’ gestation and in 10 of 12 (33%,
937 CI 62. 100%) women from 43 to 49 days’ gestation,
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STATE OF NORTH CAROLINA
AFFIDAVIT

"IN RE: ADMINISTRATIVE ACTION.REGARDING

A PREFERRED WOMEN'S HEALTH CENTERLLC

I, Stuart L. Schnider MD, PhD, first being duly sworn, deposes and says:
(1) 1am an adult citizen and resident of North Carolina.

(2) 1am a license physician and the Medical Director for A Preferred Women's
Health Center, LLC ("The Facility"). ‘

(3)  Since Aprit 26, 2013, | have directed that the Facility ceased the use of
Methotrexate in an oral manner.

(4) From this day forward, the Facility will not use Methotrexate in any off
label modality. '

(5) | have informed the following employees and independent contractors wiio
provide service at the Facility of this policy;

Rachel Hales
Lois Turner
Dr. Jim Newton
Jeanne Thomas, RN
Cawana Talbert
(6) Attached hereto is the acknowledgement from the above reference

individuals that they have been informed of the Facility's Medical Director's instructions
with respect to Methotrexate and that they will abide by those directives.

/%7A@Lu o) phl)

Stuart L. Schnider, M D. FAD

Further affiant sayeth not.

‘\(Illlll"

Sworn and subscribed before me o \‘(s\—“E Moge,

This {2, day of May, 2013 . )

y ’ ' § ??\ OTA/?}:%\ <

i:;i:lﬁyf\/\}ijz::)“—‘{/r)/l(312§lsz_, é? My Corng¥iE;§¥gs Eé

2 ach E

Name___ {rnw.ile MOQCQ T— s
| "3’6’ Ayl e\:
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Notary Public

: My Commission Expires:
{g'gucm fZg@!lzom ) ,
By my signature attached hereto, | acknowledge that on May 13, 2013, | was informed
of A Preferred Women's

that Dr. Stuart L. Schnider in his capacity as Medical Director
Health Center, LLG, has directed that Methotreﬂatg\nqlt‘pe used in an oral manner or
0y

any manner that would be considered off Iabgl‘\s;g\gLLg é
3 QT4
W Ry

My Com
m. Expi
Mafch 26, 2(;)1’;63
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Recommended APWHC Medical Abortion Protocol fevised 05.13

 APWHC offers the Mifepristone misoprostol (Cytotec) medical abortion following the
guidelines recommended by the National Abortion Federation.

MEDICAL HISTORY and PHYSICAL EXAMINATION should include:

_1. pertinent medical and obstetrical history, including history of allergies and all current
medications;
2. vital signs and pertinent physical examination as indicated; and
3.0 determination of gestational age by clinical assegsment (ultrasound may be used in place of; or in
addition to bimanual pelvic examination).

LABORATORY EVALUATION should include:

test to confirm pregnancy; a qualitative (urine) hCG” is routine;
documentation of Rh status;

hemoglobin or hematocrit (recommended); and

other tests as medically indicated.

Ll el e

Low -Dose Mifepristone and Buccal Protocol

Maximum date range 63 days gestation by ultrasound estimation

200 mg Mifepristone (1 tab) by mouth at the clinic

800 ug (4 tabs) placed between the patient’s cheek and gum (Buccal area) at home between 24
and 36 hours after the Mifepristone is administered

Follow up recommended in two weeks

. A Preferred Women’s Health Center
" 3228 Latrobe Drive
Charlotte, NC 28211
(888) 562-7415

Page 1
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~ Medical Abortion Policy Change ‘ 5.13.13

‘Effective April 26" 2013 A Preferred Women's Health Center will no longer be using IM
Methotrexate, specifically using the IM solution orally to terminate early gestations, which is
not recommended on its package insert. This policy change has been reviewed with the Medical
Director, Administrators, Physicians, Lead RN, and Clinic Manager, and will be reviewed with
additional personnel at the earliest possible time.

The policy will be monitored by Administrator Rachel Hales in conjunction with Clinic Managers
with quarterly reviews of the APWHC Medical Abortion Policy to ensure complete compliance.

By signing below, | confirm that | have been informed and understand the APWHC Medical
Abortion policy change.

Name (Printed) Slgnature Date
STuark L. Sha-or, 14 Jbg /&A)(//%(WM /C

Lois = Tuen Sciiver.
(VAN VAVEN A\

Teanne D. Thamas fn  JOMeova- s 5/13/)3
Cawana T 7albed ~ OSalbnrs 5013/ 13

\/ZWM/D sie |3

Page 1

A Preferred Women’s Health Center
3220 Latrobe Drive -
Charlotte, NC 28211
(888) 562-7415




! Medical Abortion Policy Change 5.13.13

Effective April 26™, 2013 A Preferred Women's Health Center will no longer be using IM
Methotrexate, specifically using the {M solution orally to terminate early gestations, which is
not recommended on its package insert. This policy change has been reviewed with the Medical
Director, Administrators, Physicians, Lead RN, and Clinic Manager, and will be reviewed with
additional personnel at the earliest possible time.

The policy will be monitored by Administrator Rachel Hales in conjunction with Clinic Managers
with guarterly reviews of the APWHC Medical Abortion Policy to ensure complete compliance.

By signing below, | confirm that | have been informed and understand the APWHC Medical
Abortion policy change.

Name (Printed) Signature Date

J. I, Newrow o K ey, 2 $/vz/13

A Preferred Women's Health Center
3220 Latrobe Drive
Charlotte, NC 28211
(888) 562-7415

Page 1




X11
Medications and Anesthesia

1. Medications *
a. Only medications or treatments that have been written as an order for that patient shall
be given by the nursing staff.
b. Medications may only be given in accordance with the nurse practice act. Each
medication or treatment must be noted on the patient’s medical record.
c. Each patient (in absence of an allergy to medication or class of medications) (unless
otherwise indicated by written protocol of the physician) shall receive:
1. 800mg Ibuprofen PO, preoperatively
2. 25/50 mg of Visteril PO, preoperatively (Hydroxyzine)
3.10cc’s of intracervical 1% lidocaine, immediately pre-procedure
4. Other medications, antibiotics as may be ordered by the physician
5. Patient’s may receive at their request or the physician’s discretion intra-
Operative, self-inhalation with Nitrous Oxide-Oxygen mixture for additional
analgesia
a. The patient will have the nasal inhalation apparatus fitted to their nose.
Initially 100% oxygen will be given. Slowly the amount of oxygen will be titrated to give the
patient maximum relaxation. The concentration of Nitrous will not exceed 70%. The patient will
be under constant observation by the physician under the Nitrous Oxide analgesia. During the
procedure, control of the nose piece is by the patient. The patient can remove themselves from
the gas at any time. Upon completion of the procedure, the gas mixture shall be titrated back to
100% Oxygen.
: b. The Nitrous Oxide, Oxygen inhalation apparatus shall be secured in a
locked room when not in use.

2. No flammable anesthetics shall be used in this clinic.



XI
Surgical Services

1. Facilities: The operating room shall be used exclusively for surgical procedures.

a. Infection Control
1. Cleaning: After each procedure, the operating room shall be completely cleaned using
antiseptic cleanser. Particular attention shall be made to any blood or tissue products. The
operating table will be cleaned. The suction machine and apparatus will be cleaned.

2. Instruments: After each procedure, the surgical instruments shall be cleaned, wrapped,
and sterilized. Only sterile instruments, gloves, and materials will be used for a pregnancy
termination procedure.

b. Universal Precautions: The policy of this clinic shall be that of following universal
precautions with respect to the handling of all blood, blood containing, and human tissue
products. Needles and all sharps shall be disposed of in approved sharps containers. Any
employee exposed to blood, blood products, blood contaminated material, or human tissue will
immediately notify the Registered Nurse or Clinic Manager. They will be referred to the
physician on duty for appropriate counseling, evaluation, and referral for treatment as is
necessary.

2. Tissue Examination

a. The physician performing the abortion shall examine the products of conception prior to
discharging the patient from the clinic. The examination of the POC’s under eight (8) weeks
shall consist of identifying the presence or absence of chorionic villi or the amniotic sac. If such
tissue is not identified by gross examination, or if the villi are not identified by the float test, the
physician shall put the specimen in the container of formalin, labeled with the patient’s name and
other identifying information, and sent to a certified laboratory for a board certified or eligible
Pathologist’s review. The examination of POC’s nine (9) weeks or more shall consist of
obtaining accurate weight, and gross examination of the specimen. If amniotic sac or fetal parts
appropriate for the gestational age are not identified, or if the weight of the POC falls
substantially below the appropriate weight range for the fetal age, the physician shall put the
specimen in a container of formalin, labeled with the patient’s name and other identifying
information, and sent to a certified laboratory for a board certified or eligible Pathologist’s
review.

b. The results of the pathology examination done in-house or referred out shall be recorded
in the patient’s medical record.

c. Any further patient evaluation or subsequent treatment will be recorded in the patient’s
medical record.



d. All specimens sent for additional pathology examination will be placed in a container of
formalin, labeled with the patient’s name and other identifying information. The specimen will
be stored in the dirty utility room in a labeled container for pickup either that day or the next day
by courier for transportation to the Pathology laboratory.

3. All patients on whom no villi are seen at the time of the procedure will have the POC sent for
review by a board certified or eligible Pathologist. All patients on whom no villi are seen by the
consulting pathologist will have a letter written to them and will be contacted by phone to return
for a follow-up evaluation as soon as possible.




Ennibit TX

APWHC Physician Pathology Review Policy 05.13

The physician performing the abortion is responsible for examination of all products of conception
(P.0.C.) prior to patient discharge. Such examination shall note specifically the presence or absence of
chorionic villi and fetal parts or the amniotic sac. The results of the examination shall be recorded in the
patient’s medical record.

The facility has written procedures, supplies, and equipment available for gross and microscopic
evaluation of abortion specimens. If placental or fetal tissue is not identified by gross examination, a
microscopic examination must be done on the P.0.C. In cases where the microscopic evaluation is
negative for chorionic villi and fetal parts, or the weight of the P.0O.C. falls substantially below the
appropriate weight range for fetal age, a microscopic examination by a board certified or board eligible
pathologist shall be done on the P.0.C. Please consuft APWHC P.O.C. Pathology Handling Procedure for
further assistance.

This policy will be monitored by both the APWHC AB Chart Review Policy, in addition to the updated
APWHC Quarterly Chart Review v. 05.13.

Failure to comply with this policy will result in counseling of the appropriate physician and/or staff
member, and possible administrative action.

awax Ikl of

\/wv%/

A Preferred Women’s Health Center
3228 Latrobe Drive
Charlotte, NC 28211
(888) 562-7415

Page].



APWHC AB Chart Review Policy

Policy Purpose: To insure that documentation of information in client medical records is clear,
complete, and capable of withstanding legal scrutiny.

Timeframe for Reviewing Charts: Chart review needs to be done within 72 hours from the
beginning of a given clinic. This timeframe is to insure that all women who are RH-negative
have received Rhogam, if consent is given, which must be administered within 72 hours of a
pregnancy termination. If it is not possible to review the entire chart within this timeframe, the
minimum that is absolutely required is to check RH factors for all clients, and determine that all
RH-negative clients received Rhogam, or signed the appropriate waiver.

Order of Completed Charts:

1) Any referral forms/medical forms from other MDs should remain loose in the chart

2) The identification of the client should be affixed to the back page of the chart

3) signed Agreement to Alternative Dispute Resolution Sheet signed

4) signed HIPAA Consent Form

5) Completed and signed NC WRTK Counseling Certificate

6) Completed surgical or MAB paperwork

7) Any referral sheets (Ectopic Pregnancy Warning, pathology reports, referral to alternative
care)

Chart Review

1) Outside referral information (no need to review)

2) Signed Agreement to Alternative Dispute Resolution Sheet
3) Signed HIPAA Consent Form

4) Signed NC WRTK Counseling Certificate

5) Medical History Form:

Page 1: There should be responses indicated to all questions on the first page. This is
particularly important regarding medication allergies. Drug allergies are commonly left blank by
patients. Advocates are responsible for making sure this information is complete, and should ask
patients if necessary. Any “yes” response on the medical history requires a brief explanatory
comment (ie date of diagnosis, treatment, whether the condition is current or not, etc.) The
mailing address should also be complete for any lab results (if necessary) as well as authorization
to release records if applicable.

6) Signed and dated Informed Consent with the patient’s name and age at the top.

7) If the patient is Rh Negative, the Rhogam Informed consent at the bottom of the page must be
signed.

7) Completed procedure information, with all blanks filled in correctly and the physician’s
signatures in all necessary places.



8) Recovery Room Record must be completed with patient’s name, time entered into RR, post-
op vitals and assessment, discharge instructions and medications given, and BC type given. Any
unusual occurrences, like seizures, vasovagal reactions, fainting, etc. should be noted. Any
significant deviation of pre- and/or post-op vitals should be rechecked until the difference is
minimal. As a guideline, a change of 20 points or more in either diastolic or systolic BP should
be rechecked.

Use the chart audit form to document any feedback or request corrections from the staff. Charts
need to be corrected if signatures and initials are omitted, times are omitted, or if a referral note
or documentation is needed.
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{ APWHC Quarterly Chart Audit Policy v. 05.13.

In addition to the APWHC AB Chart Review Policy, effective May 2013 a Quarterly Chart Review will be
performed as well. The purpose of this audit is to ensure not only completion of patient charts, but also
to check Quality Assurance Indicators regarding treatment.

Quarterly Chart Audit for Medical Abortions

1) Select 50 medical abortion charts from the completed quarter (January-March, April-june, July-
September, October-December)

2) For each chart, document the following information: chart number, patient name, date seen,
medication received, number of weeks gestation, whether or not patient returned for follow up,
any extraneous marks in chart, visible intrauterine pregnancy pictured in ultrasound, were early
warnings given if necessary, and whether or not the patient needed surgical reaspiration
following the medical abortion procedure.

3) Scan in documentation and email to RHales@apwhc.com to be saved in the appropriate clinic’s
Quality Assurance Google Folder. Keep original copy for APWHC Quality Assurance notebook.

Quarterly Chart Audit for Surgical Abortions

1) Select 50 medical abortion charts from the completed quarter (January-March, April-june, July-
September, October-December)

2) For each chart, document the following information: chart number, patient name, date seen,
number of weeks gestation, whether or not the chart was complete, whether or not patient
returned for follow up, were there any problems, and if so identify them.

3) Scanin documentation and email to RHales@apwhc.com to be saved in the appropriate clinic’s
Quality Assurance Google Folder. Keep original copy for APWHC Quality Assurance notebook.

A Preferred Women'’s Health Center
3228 Latrobe Drive
Charlotte, NC 28211
(888) 562-7415

Page 1
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Quarter QA Medical Abortio ns Year: Quarter: Clinic Location:
Chart# |Patient Name Chart Complete? Patient Name #of Weeks | Returned for F/U | Returned for Follow up YorN Visible IUP? Early warnings glven if necessary?  |Reasp?




O,me.nm_. D> Su ﬂmmnm_\y_uo_.ﬂo_..m Year: Quarter: Clinic Location:
m=m1mzu __|Patient Name ] Date Seen #of weeks |Chart n@mwﬂmnmu Returned for F/U? |Any Problems? if yes, describe. ]
, . |
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. Il To: Cecilia
F A X Fax number: { 919 ) 715-3073
From: Rachel
APWHC LLC Fax number: {704) 364-0396
P.0. Box 38470
Charictte, NC 28278 .
(888) 562-7415 Date: 5/23/2013
http://www.apwhc.com o
Regarding:
. APWHC Plan Of Corrections
Phone number for follow-up:
888-562-7415

Comments:
Cecilia-
Attached you will find the specified corrections for E 138 and E 158 per our

discussion yesterday. I'll go ahead and FedEx a hard copy directly to your office at
1205 Umstead Dr. Let me know if you have any additional questions.

Thanks!

Rachel Hales

APWHC Administrator
Office: (888) 562-7415
Cell: (919) 414-9724
RHales@apwhc.com
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A PREFERRED WOMENS' HEALTH CEN

STREET ADDRESS, CITY, STATE, ZIP CORE

3320 LATROBE DRIVE
CHARLOTTE, NC 28211
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10A-14E .0305 (b} All other pertinent
Information such as pre- and
post-operative Instructions,

laboratory report, drugs administered,
report of operation and foliow-up
instruction including family planning
advice shall be recorded and
authenticatad.

This Rule is not met as evidenced by:

Based on medical record review and staff
interview, the facility failed to ensure the
completion of an operative report following a
surgical abortion procedure for 1 of & surgical
records reviewed (#3).

The findings include:

Review of 2 ¢losed medical record revealed a 24

| year-old female that presented to the facility on

01/22/2013 for a surgical abortion procedure.
Review of the record revealed the patient was 7
weeks gestation via ultrasound. Review revealed
the procedure started at 1410 and ended at 1415
and the patient was discharged hame at 1430
after signing out against medical advice (AMA).
Review of the record revealsd a pre-printed
section in the medical record for "Operative Note
{completed by physician) Preop Diagnosis:
weeks gestation intrauterine pregnancy
Postop Diagnosis: weeks gesiation
infrautering pregnancy Operation: Dilation and
evacuation ..." Further review revealed this
section included medication administered during
the procedure and operative procedure, findings,
complications and condition of the patient at the
completion of the procedure. Review revealed
Ehe "Operative Note" section of the record was
fank.

It is our policy and documented in our
Policy and Procedure manual that a
physician must complete all aspects of
the patients medical record and that
they must verify the products of
conception as indicated in the Rules
and Regulations 1D0A-14E.0311 {See
Exhihit Vill-section X! p.1 APWHC Policy;
& Procedure Manual).

We have a Q/A program that monitors
charts daily to check for completed pre-
and post-operative instructions, fab
reports, drugs administered, operative
report, pathology, and follow up
instructions including family planning
advice, and correct any deficiencies
noted{See Exhibit X-section V p2
APWHC Policy & Procedure Manual). In
addition, we have added the APWHC
Quarterly Chart Review Policy (See
Exhibit XIJ to monitor chart completion.

-

(41D SUMMARY STATEMENT OF DEFICIENCIES 1D PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX {EAGH DEFICIENGY MUST BE PRECEDED BY FULL PREFIX (EAGH GORRECTIVE ACTION SHOULD BE GUMPLETE
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
‘ DEFICIENCY)
E 138 .0305(B) MEDICAL RECORDS E 138 E138

Bfoh

Divislon of Health Service Regulation
STATE FORM

1.0

Wi1411

1f continuation sheet 50f B
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10A-14E 0311 (b) Tissue Examination:
{1) The physician perfarming the
ahortion is responsible for
examination of all products of
conception (P.0.C.) prior to patient
discharge. Such examination shail
note specifically the presence or
absence of choricnic villi and fetal
parts or the amniotic sac. The
results of the examination shall be
recarded in the palienf's medical
record,

{2} The facility shall have written
procedures, supphes and eguipment
available for gross and micrascopic
evaluation of abortion specimens. [f
placental or fetal fissue is not
identified by gross examination, a
microscopic examination must be done
on the P,0,C. In cases where the
microscopic evaluation is negative for
chorionic villl and fetal parts, or

the weight of the P.O.C. falls
substantially below the appropriate
weight range for the fetal age, a
microscopic examination by a hoard
certified or board eligible

pathologist shall be done on the

X4) Ip SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX {EACH DEFIGIENCY MUST BE PRECEDED BY FULL FREFIX (EAGH GORRECTIVE ACTION SHOULD BE COMPLETE
TAG REGULATORY OR LSG IDENTIFYING INFORMATION) TAG CROSS-REFERENGED TO THE APPROPRIATE DATE
‘ . DEFICIENGY)
E 138 Continued From page 5 i E138
Inferview on 04/20/2013 at 1140 with E158
adrrinisirative staff revealed there was no policy
available that referenced the completion of an it is our policy and documented in our 5/2 - %3
operative report. Interview revealed the physician : {//
should have completed that section and it was POI'CY fand Procedure manual that a
not completed. Interview revealed there was no physician must complete all aspects of
evidence of an operative report for this patient the patients medical record and that
following the surgical procedure. .
: they must verify the products of
E 158 .0311{B) SURGICAL SERVICES : E 188 conception as indicated in the Rules

and Regulations 1DA-14E.0311 (See
Exhibit VilI-section Xt p.1 APWHC Palicy
& Procedure Manual).

In addition, we have added the APWHC

Physician Pathology Review Policy (See
Exhibit 1X) |

Division of Health Service Regulation
STATE FORM

4550

V11411
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the findings of further palient
evaluation and any subsequent
freatment must be recorded in the
pafient's medical record.

{4) The facility shall establish
procedures for obtaining, identifying,
storing and transporting specimens.
(8) The facility shall establish a
method for fellow-up of patients on
whom no villi are seen.

This Rule is not met as evidenced by;

Based on clinic policy review, medical record
review and siaff interview, {the physician
performing the surgical abortion failed to
specifically note the presence or absence of
chorionic villi and fetal parts or the amniofic sac in
the examination of the products of conception
prior to the discharge of the patientin 1 6f 5
palients that had a surgical abortion procedure
done (#3),

The findings include:

Review of the clinic's "Surgical Services"” policy
(not datad) revealed "2. Tissue Examination: a.
The physician performing the abortion shall
examine the products of conception prior to
discharging the patient from the clinic. The
examination of the POC's under eight (8) weeks

i shall consist of identifying the presence or
: absence of Chorionic villi or the amnictic sac. If

such tissue is not identified by gross examination
or if the villi are not identified by the float test the

_physician shall put the specimen in a container of

formalin, labeied with the patient's name and
ather identifying information and send to a
certified laboratory for a hoard certified or eligible

charts daily to check for completed pre-
and post-operative instructions, lah
reports, drugs administered, operative
report, pathalogy, and follow up
instructions including family planning
advice, and correct any deficiencies
noted(See Exhibit X-section V p2
APWHC Policy & Procedure Manual). In
addition, we have added the APWHC
Quarterly Chart Review Policy (See
Exhibit XI) to monitor chart completion,

Although we have made a best effort, a
deficient chart slipped through the
cracks. We will endeavor to not let this
éhappen again and continue our routine
‘policy of chart review and repair. We
‘witl continue to monitor staff and
physicians to accurately complete all
aspects of the medical chart in a timely
manner. We will counsef and correct
those found not in compliance with aur

policy.
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(3) The results of this examination, IWe have a Q/A program that monitors Q/ao/g 4
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Pathologist's review. The examination of the
POC’s nine {9) weaks or more shall consist of
obtaining an accurate weight, gross sxamination

: of the specimen. If amniotic sac or fetal parts

approprigte for gestational age are not identified,
or if the weight of the POC falls substantially
below the appropriate weight range for the fetal
age the physician shall put the specimen ina
container of formalin, labeled with the patient's
name and other identifying information and send
to a certified laboratory for @ board certified or
eligible Pathologist's review."

Medical record review of Patient #3 revealed a 24
year-old female admitted on 01/22/2013 for a
surgical abortion procedure. Recard review
revealed the patient had a Difation and
Evacuation for an intrautering pregnancy of 7
weaeks gestation. Review of the record revealed
no documentation of the gross description of the
preducts of conception (PCC).

Interview with clinic adminisfrative staff on
04/20/2013 at 1140 revealed the physician failed
te document the examination of the Products of
Conception. The interview revealed there was no
documentation of an examination of the POC
available,
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