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T 000 INITIAL COMMENTS T 000
The visit was for a State licensure survey.
Facility Number: 011128
Survey Date: 3/5-6/19
QA: 3/12/19
T 034 410 1AC 26-4-1 GOVERNING BODY T034

410 IAC 26-4-1{cK7)

(c) The governing body shall do the following:
{7) Ensure that ¢linic policles and procedures
are:
{A) updated as needed, and
(B} roviewed at least frlennially.

This RULE is not met as evidenced by:

Based on document review and interview, the
facllity failed to ensure lts policy/procedures were
updated as needed and reviewed at least
annually per policy for one scourrence.

Findings include:

1. Review of the polisy/procedure manual titted
Quality Assurance and Rlsk Management
(revised 10-28-14) Indicated the following: "This
manual s under the authority of MD 11, the
Medical Director...[whol...annuaily reviews this
manual”

2. On 3-5-19 at 1700 haurs, the Operations
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Manager A1 conflimed the Quality Assurance and
Risk Management manuat and policy/procedures
lackad dooumentation of an annusl review since
2014,

T 078 410 IAC 26-4-2 GOVERNING BODY TO78

410 IAC 26-4-2(9)(3)

{g) The governing body Is responsible for
services delivered in the dlinic by contractors for
medical services, The governing body shall
ensure the following:

(3) That the clinic maintains a list of all
conlracted services, including the scope and
nature of the

savvices provided,

This RULE is not met as evidenced by:
Rased on document review and Interview, the
center fallad to maintain a list of all contracted
services, including the scope and nature of
services provided for 2 of 22 services (medical
gases and tissue pathology).

Findings include:

4. Review of a |lst of contracted services
provided on request facked documentation
indicating a category dascription and provider
name for medical gases and tissue pathology
services.

2. Review of center documentation indicated the
following service providers. medical gas setvicas
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by C82 and tissue pathology services by C53,

3. On 3-5-19 at 1200 hours, the Operations
Manager A1 eonfirmed the list of contracted
servicaes had not been maintained.

T 094) 410 1AC 26-6-1 QUALITY ASSESSMENT AND T094
IMPROVEMENT

410 IAG 26-6-1(a)

{a) The abertion clinle must develop or adopt,
implement, and maintain an effective, crganized,
olinic-wide, comprehensive quallty assessment
and improvement program In which all areas of
the clinic invoived In the proviston of surgical
abortlon parficipate.

This RULE Is not met as evidenced by:

Based on document review and interview, the
quality assessment and improvemant (QA&E)
pragram failed {o follow its policyfprocedures and
maintain documentation including the
partlcipation of all committee members and clinic
areas involved with the provision of abortion
services for 3 of 4 quarters in 2018 (ist, 2nd &
3rd Quarter 2018).

Findings include:

1. Revlew of the Quaiity Assurance and Risk
Managetment (QA/RM)} Manual (revised 10-29-14)
indicated the following: “The QA/RM Committee
meets twice a year... The Quality Assurance/Risk
Management Commitiee (QA/RM Committes) is
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Continued From page 3

composed of the Center's Medical Director,
Center Director, [sic] Head Nurse. The GA/RM
Commitiee maintalns a record of its meetings
using the Risk Management and Quality
Assurance Checklist.., The QA Team reviews the
avallable quality indicators to assure that
standards are being met and to ldentify areas for
impravement, Italso serves as the Center's
Infection Control Commitiea. The Team has
three members: The Head Nurse, the Center
Directar of Custormer Service Manager, and a
floating member. The Head Nurse serves as the
Team's facllitator and coordinator. Each team
member attends each Team meeting, The
Quality Assurance Team meeis quarterly...The
Quality Assurance Team records its review on the
Quality Assurance Team Checklist... They report
thelr findings at the next staff meeting...The
Medical Diractor reviews and signs off on each
repart within 30 days of its completion...”

2. Review af the 11-9-17 Risk Management and
Quallty Assurance Ghecklist Indicated a review of
the 1st half 2017 was performed by the Medical
Director MD11 and the Head Nurse A11 and no
documentation provided for review Indicated two
(2) blennial revisws were conducted in 2018 for
the 2nd half 2017 andfor 1st half 2018,

3. Review of the 4-26-18 Quallty Assurance
Toam Checklist indlcated it was complsted by At
and lacked documentation Indicating at least one
other membar was prosent, or any quality
assessment studies were being conducted, or
any opportunitias for improvement were identified
and/or addressed,

4, Review of the 4-26-18 Quality Assurahce Staff
Review lacked documentation of a review by
MD41 within 30 days.
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5. Review of ths 7-10-18 Quality Assurance
Team Checklist indicated a review by the newly
appointed Assistant Director AHP21, A11 and
Head Nurse A8 and facked doctmentation {le., a
Quality Assurance Staff Review) indicating it was
presented at a staff mesiing, or reviewed by
MD11 within 30 days.
6. No documentation indicated a 3rd quarter QA
Team meeting (Le., a Quality Assurance Teamn
Checklist) or a Quality Assurance Staff Review
was completed during the remainder of 2018,
7. On 3:68-19 at 1715 howrs, the Operations
Manager A1 confirmed the above.
T104{ 410 IAC 26-6-2 QUALITY ASSESSMENT AND T104

IMPROVEMENT
410 1AC 268-6-2 (a)
Reportable events

Sec. 2, (a) The clinic’s gualily assessment and
improvement program under section 1 of this rule
shall include the following:

(1) A process for determining the ocourrence of
the following reportable events within the clinic:
(A) The following surgical events:

(i) Surgery performad on the wrong body patt,
defined as any surgery performed on a body part
that is not

consistent with the documented informed consent
for that patient. Excluded are emergent
siluations:

{AA} that accur in the course of surgery; or

{BB) whose exigsncy preciudes obtaining
informed consent;
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or both,

(I} Surgary performed on the wiong patient,
defined as any surgery on a patient that is not
consistent with the documeantad Iinformed consent
for that patient.

(iti} Wrong surgical procedure performad on a
patient, defined as any progedure performed on &
patient that Is not consistent with the documented
informed consent for that patient. Excluded are
emergent situations;

(AA) that aceur in the course of surgery; or

(BB) whose exigency precludes obtalning
informed consent;

of both,

(v} Retention of a foreign object in a patient after
surgery or other invaslve procedure. The
following ara

excluded;

{AA) Objects Intenfionally implanted as part of a
planned infervention.

{BB) Objects present hefore surgery that were
Intentionally retained.

(CC) Objects not present prior to surgety that are
intentionally left in when the risk of removal
exceads the risk of retention, such as
microneedies or broken screws.

{v) Intraoperative or Immediately postoperative
death In an ASA Class | pafient, Included are all
ASA Class | patient deaths in sifuations where
anesthesia was administered; the planned
surgical procedure may or may not have been
carried out.

(B) The following product or device events;

(i) Patlent death or serious disabliity associated
with the use of contaminated drugs, devices, or
biotogics provided by the clinie. Included are
generally detectable contaminants In drugs,
devices, or biologics ragardiess of the satirce of
cantamination or product.
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T104| Continued From page 6 T104

(i) Patient death or serlous disability associated
with the use or function of a devica In patient care
In which the device is used or functions other
than as ntended. Included are, but not limited to,
the following:

(AA} Cathetars.

(BB) Drains and other speclaiized tubes,

{CC}) Infusior: pumps.

(DD} Ventilators,

{iif) Patient death or serjous disability assoclated
with Intravascular alr embolism that occurs while
being cared for in the dlinic. Excluded are deaths
or serious disability associated with neurcsurgfcal
procedures known ko present a high risk of
intravascular air embollsm,

{C) The following patient protection events:

(i) Infants discharged to the wrong person.

(il) Pationt death or serious disabllity associated
with patient elopement.

(ili} Patient suiclde or attempted suicide resulting
in serfous disability, while being cared for In the
clinic, definad as events that result from patient
actions aftar admission to the clinic. Exciuded are
deaths resufting from self inflicted injuries that
were the reason for admission to the ¢linic.

(D) The following care management events:

{i) Patient death or serlous disabllity agsociated
with & medication error, for example, errors
invalving the wrongg:

(AA) drug,

(BB) dose;

{CC) patlent;

{00} time;

(EE) rate;

(FF} praparatton; or

(GG) route of administration.

Excluded ate reasonable differences In clintcal
Judgment on drug selection and dose. includes
edministration of a medication to which a patient

Indlapa Stale Depariment of Heaith
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T 104 | Continued From page 7 T104

has & known allergy and drug-drug interactions
for which there is known potentlal for death or
serious disabillty.

{ih Patient death or sericus disabllity assoclated
with a hemolytic reaction due lo the
administration of ABO/HLA incompatible blood or
bleod products,

(iify Maternal death or serfous disabliity
assoclated with jabor or delivery in a low-risk
pregnancy while being cared for In the clinle.
Included are events that occur within forty-fwo
(42) days post-defivery. Excluded are deaths from
any of the following:

(AA} Pulmonary or amniatic fluld smbolism.

(BB} Acute fatty liver of pregnancy.

(CC) Cardiomyopathy.

(iv) Patient death or serious disabliity associated
with hypoglycemia, the onset of which ccours
while the patient s belng cared for In the clinic.
{v) Death or serlous disability (kernicterus)
associated with the failure to Identify and treat
hyperbilirublnemia in neonates.

(vi) Stage 3 or 4 pressure ulcers acquired afier
admission to the cllnic. Excluded is progression
from Stage 2 or Stage 3 If the Stage 2 or Stage 3
pressure ulcer was recognized upon admission or
unstageable bacause of the presence of sschar.
{vli) Patiant death or serlous disabllity resulting
from joint movement therapy performed in the
clintc.

{vili) Artificlal insemination with the wrong donor
sperm or wrong edg.

(E} The followlng environmental events:

(i) Patient death or serious disabliity associated
with an electric shock while being cared for in the
clinle.

Excluded are events ipvalving planned treatment,
such as elscirical countershock or elective
cardioversion. |
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(i} Any incident in which a line designated for
oxygen or other gas to be delivered to a patient;
(AA) contains the wrong gas; or

(BB) Is contaminated by toxic substances.

{iti) Patient death or serious disability assoclated
with a burn incurred from any sourca while being
cared for in the clinic,

(iv) Patient death or serlous disaabllity asscalated
with a fall while belng cared for in the clinic.

(v} Patient death or serious disability assoclated
with the use of restralits or badralls while being
cared for In the clinic.

(F} The following criminal events:

(i) Any Instance of care ordered by or provided by
someone impersonating a physician, nurse,
pharmacist, or other licensed healthcare provider.
(i) Abduction of a patient of any age.

(ifi) Sexual assault on a patlent within or on the
grounds of the clinic.

{iv} Death or significant InJury of a patient or staff
member resulting from a physical assaulf, that is,
battery, that occurs within or on the grounds of
the dlinlc.

This RULE is not met as evidenced by:
Based on document review and interview, the
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T104| Continued From page 9 T404

facliity failad to ensure Its quality assessment and
improvement {QA&) program Includad a process
to determine the occurrence of all reportable
events at the clinic for one ocourrence,

Findings include: 2

1. On 3-5-18 at 1015 hours, the Operations
Manager A1 was requestad to provide
documentation indicating a procass for
determining alt serlous acdverse events that must
be reported to the ISDH (Indiana State
Department of Health}) and none was provided
prior to exit.

2. Review of the 160 page Medical Policy and
Procedure Manual (revised 12-8-18) and the 25
page Quality Assurance and Risk Management
Manual {revised 10-28-14) lacked documentation
indicating a process o determine the occurrence
of alf setlous adverse events as defined hy State
faw 410 IAC 26-6-2 Repartable Events.

3, On 3-8-19 at 1655 hours, staff A1 confirmed
no documentation indicating a process to
determine the ocourrence of all reportable events
{0 be reported ta the 1SDH was available.

T134 410 IAC 26-7-2 MEDICAL RECORDS T134
410 1AC 26-7-2(c)

{c} Patient records for surgical abortions must
document and contain, at a minimum, the
following:
{1) Patient identification.
{2} Appropriate medical history.
(3} Results of the following:
(A) A physical examination.

ndiana Stale Departmant of Heaith
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(B) Diagnostic or laboratory studies, or both
(if performed),

{4) Any allergies and abnormal drug reactions.

{5) Entries related to anesthesla
administration.

(6) Evidence of approptiate informed consent
for procedures and treatments as required by IC
16-34-2-

1.1,

{7} A report describing techniques, findings,
and tissue removed or altered,

(8) Authentication of enlries by the physician
or physicians and health care workers who
treated or

cared for the patient,

(8) Condition on discharge, disposition of the
patient, and time of discharge.

{10} Discharge enfry to include insfructions to
the patlent or pattent’ s egal representative.

(11} A copy of the following:

{A) The transfer form if the pafient was
referred to a hospital or other facility.

(B} The terminated pregnancy report filed
with the department,

{12) Any report filed with a state agency or law
enforcement agency pursuant fo a statutory
reporting

reguirement,

This RULE is nof met as evidenced by:
Based on document review and interview, the
fadllity failed to ensure in 30 medical records
reviewed that a copy of a transfer form was
completed for 1 of 1 transfer (patient #7).

Findings include!

1. Review of patient #7's MR indicafed 9/21/2018,
[ndiana State Department of Heallh
STATE FORM s VNG F1 IF continustion sheat 11 of 23
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at 12:26 pm, pelvic exarnination than procedure
started. B/21/2018 Provider Orders indicated D&C
{dilation and curettage} attempted under US
{Ultra Sound) guidance uterus posterior, Will give .
Misaprostol 800 meg (micragrams) and recheck \
in 1-2 hours. Patlent refused Misoprostol, 14.37
pm, Called arbulance, Ambulance at 14:52 pr.
Transfor o an acute care facllity. MR lacked a
copy of the fransfer form.

2. Interview on 3/6/2019, at approximately 4:54
pm, with N1 (Operations Manager) confirmed the
above.

T 1441 410 IAC 26-8-1 PERSONNEL POLICIES AND T144
RECORDS

410 IAC 26-8-1{c}(1}

{c} The clinic must do the following:

(1) Maintain current job descriptions with
reporting responsibilities for all personnisl and
annual

performance evaluations, based on the job
descriptlon, for sach employee and contract and
agency :

personnsl.

This RULE is notmet as evidenced by:

Based on document review and Interview, the
facility failed to ensure evaluations were
completad per pollcy on 3 of 9 (51, 83 and $9's)
employes personne! filas reviewsad.

Indlana State Department of Health
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Findings Include:

1. Facility policy, Employse Progress Report, last
approved 5/24/2018, indicated the Employee
Progress Report Is completed by both the
employea and the manager at three months of
employment, agaln at six months and then every
year thareafter.

2. Review of facility email from N1 (Cperations
Manager) on 1/8/2019, at 4:16 pm, indicated all of
the girls are due or over due to staff reviews in
{facility). At this point { am requesting to put this
off tll (untify April is (ifj okay with you.

3. Reviaw of 51's personnel file indicated, hire
date of 4/10/14, last evaluation 11/17.Review of
53's personnel file indlcated hire date 9/11/13,
Jast evaluation 11/17. Review of 59's smployee
personnel file Indicated, hire date 4/15/02 last
evaluation 7/17.

4, Inferview on 3/6/2019, al approximately 11:30
am, with N1 confirmed the above.

410 IAC 26-8-2 PERSONNEL POLICIES AND
RECORDS

440 IAC 26-8-2(3)(A)

The clinic shall do the following:
{3) Ensure that all employees, staff members,
and contractors having direct patient contact are
evaluated af least annually for tuberculosgls as
follows:
{A) Any person with a negatlve history of
tuberculosis or a negative test result must have g
baseline two step tuberculin skin tesf using
the Mantoux method or a quantiferon-TB assay

T 144

T 162
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the Individual has documentation that a
tuberculin skin test has been applied at any ime
during the

previous twelve (12) months and the result
was negative.

This RULE is not met as evidenced by:

Based on document review and interview, the
facility failed to ensure employees having direct
patlent contact are evaluated at least anaually for
tuberculosis (T8) 2 of 9 (S4 and S7's} personnel
files reviewad.

Flndings include:

1. Revisw of facility policy, Employea Health and
First Ald, last approved 5/24/2018, Indicated the
record contalns the following information on each
emplayee...copies of annual immunizations and
TB testing or exam...

2. Review of S4's personnel file lacked
documentation of current TB testing or exam.
Review of 87's parsonne file lacked
documentation of current TB testing or exam.

3. Interview on 3/68/2019, at approximately 4:44
pm, with N1 (Operations Manager) confirmed the
above.

T 206, 440 IAC 26-11-1 INFECTION CONTROL T208
PROGRAM
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A10 1AC 26-11-1{a){1)

(a) The clinic must do the following:
{1) Provide a safe and healthfut environment
that minimizes infaction exposurs and risk {o the
following:
{A) Patients,
(B} Health care workers,
{C) Persons who accompany patlents,

This RULE is not met as avidenced by;

Based on document review, observation and
Interview, the facility failed to enstre ready to use
slectric heating pads were clean for 3 of 4 heating
pads {Racovery Room) and ensure food items
were not stored in a patlent care areas.
{Ultrasound Room}

Findings include;

1. Facllity polioy fitled *...V. Blood-borne
Pathogens Exposure Controfl Plan” last
reviswed/revised 5/24/18 indicated the following:
"...Msthods of Compliance...9. Ealing and
Drinking Areas: Eating, drinking...are prohiblted
in work areas where there may be occtipational
exposure to a blood-bormne pathogen or potentially
infectious material (stich as examination

of Patient Care Areas: Nursing staff performs
speclalized cleaning of furnishing, equipment and
walls In patient care areas dally.. At the end of the
day, patient care areas will be clean and stocked,
ready for use the following day; furniture,
equipment, walls and floors will be free of dust,
dirt, splatters, spills and stains...The Head Nurse
supervises this activity...”

Indlana State Departrment of Health
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2, During facility tour beginning at 9:39 a.m. on
3/6/19 with A1 (Operations Manager) the
following was observed:

{A) On 3/6/19 at 1/16/18 at 9:50 a.m., a 16 ounce
iar of psanut butter with the seal broken and an
individually wrapped Reese's cup was obsarved
In the top drawer of & cabinet. (Ultrasound Room)

(B) On 3/6/18 at 10:30 a.m., three slactric
heating pads without the covers on were located
on three separate chairs and had an
accumutlation of dirt/debris located on the cord,
pad and cantrofler. (Recavery Room}

3. During an interview with A2 {Licensed
Praclical Nurse) on 3/8f19 at 10:35 a.m., hefshe
verifled there was a total of four electric heating
pads and that there were not enough heating pad
covers o change In between each patient, A2
verifled that he/she does not wipe down the
heating pads or cords between sach patient and
that hefshe would wipe down the heating pad
confrollers at the end of the day if hefshe
remembered to do so,

4. During an Interview with A1 on 3/6/18 at 8:50
a.m., hefshe verlifled there should not be any food
stored in the patlent care areas including the
ultrasound room or cabinets.

5. During an interview with A1 on 3/6/19 at 5:08
p.m., hefshe verified the electric heating pads,
cords and controlter should be cleaned daily,

T 220] 410 IAC 26-11-1 INFECTION CONTROL T220
PROGRAM

410 1AC 26-11-1(e)(1)

Indlana State Dapartment of Health
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{e) The clinic must establish a committes to
monitar and guide the infection contrel program in
the clinic as follows:

{1) The infection control committee must meet
at least quarlerly.

This RULE s not met as evidenced by
Basad on document review and Interview, the
infection Gontrol commlites {ICC) failed to
conduct guartetly meetings in accordance with
committee meeting requirements for 3 of 4
quarterly meelings in 2018 {(1st, 2nd & 3rd
Quarter 2018).

Findings include:

1. Review of the Infection Controt Policy
{approved 10-29-14) indicated the following:
"Responsibifities; The Infection Control
Committee meets quarterly to oversea the
implsmentation and operation of infection control
activities."

2. Raview of ICC meeting documentation
indicated on 3-15-18 a review of 4th quarter 2017
infection control monitors was performed and no
other {CC meeting documentation indicated a
raview of the 1sl, 2nd o 3rd quarter infaction
control monitors was completed during the
remalnder of 2018,

3. On 3-6-19 at 1715 hours, the Operations
Manager A1 copfirmed the above.

Indiana State Bepactment of Health
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440 IAC 26-11-3(3KB)

The clinic, whether It operates its awn laundry or

uses oltside laundry service, must ensure that

the laundry process compties with a recognized

laundiy standard as follows:

{3} Central clean linen storage space must be
provided as follows:
(B} If laundry Is processed in the dlinic.

(1) & laundry processing area must be
provided,

(ii) clean linen storage and mending
must be

separated from solled finen handling
and storage; and

{iii) employee hand washing facilities
must be availahle in each room where clean or
sofled linen

is processed and handled.

This RULE is not met as evidenced by:

Based on document raview, cbaservatlon, and
interview, the clinic falled to follow its laundry
pallcy/procedures, ensure that is laundry process
complied with recognized laundry standards, and
hand washing faciities were available in each
room where clean or sollad laundry was handled
and processed for ane occurrence.

Findings include:

ndiana State Department of Haalth
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1. Review of the 2003 Guidefinas for
Environmental infection Confrol in Health-Gare
Faciliies: Recormmendations of CDC and the
Healthcare Infaction Control Practices Advisory
Committee (HICPAG) recommendations for (G)
Laundry and Bedding indicated the following, "A
laundry facility Is usually partitioned into two
separate areas - a "difly" area for recsiving and
handling the soited laundry and a "clean” area for
processing the washed items,,.Laundry areas
should have handwashing facilities readily
avallable fo workers...A temperature of at least
160 degrees F (Fahrenheit)[71 degrees Celsius]
for a minimum of 26 minutes Is commonly
recommended for hot-water

washing.. Low-temperature layndry cycles rely
heavily on the presence of chlorlne or
oxygen-activated bleach to reduce the levels of
microbiat contamination...Chose chemicals
suitable for low-temperature washing at proper
use concentration if low-temperature (<160
degrees F)[<71 degreas C} laundry cycles are
used..."

2. Review of the policy/procedure Laundry
(approved 5-18) indicated the following: "Laundry
personne! process sofled laundry in an area that
is separate from the area where clean laundry is
handied...Personnei use only all temperature
detergents and a water temperature apprepriate
for the fabrics in each load. Llguid bleach is not
o be used. Personnel performing laundry duties
will complete the Laundry Log for each load of
laundry. The Head Nurse inspects the laundry
and reviews this log at least weekly...She records
her observations on the log..." and no
documentation indicated an approved laundry
detergent o use when washing items at the clinic,
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3. During = dlinic tour on 3-6-19 at 1415 hours, in
the presence of the Licensed Practical Nurse A8,
in the back of a utility room used for clean storage
of disposable and durable goods, an .G
housshold clothes washer was observed
immediately adjacent to a Westinghouse clothes
dryer and no facilliles for hand washing or means
for hot water temperature monltoring was
identified.

4, Review of clinic dacumentation titled Laundry
Log indlcated "'warm' water was used to wash
each load of laundry on 1-4-18, 4-11-19, 1-18-19,
1-26-19, 2-1-19, 2-8-18, 2-15-19 and 2-22-19 and
lacked documentation indicating weekly checks
wara performed by the Head Nurss,

5, On 3-6-19 at 1415 howrs, staff AB confirmed
the washing machine and soiled laundry handiing
area was Indistingulshable from the remainder of
the ctean utllity room andfor clothes dryer, no
facilities for hand washing were readily available
in the area, and no hot water temperature
monitoring was being petformed for the solled
Jaundry being washed at the clinic,

8. On 3-6-19 gt 1720 hours, the Operations
Manager A1 confirmed the laundry
policyfprocedurs lacked documentation indicating
an approved laundry detergent for use at the
clinic.

410 IAC 26-16-1 PHARMACEUTICAL
SERVICES

410 1AC 26-18-1(3)(C)

The clinic must provide drugs and blologicals in
a safe and effective manner in accordance with

T 258

T326
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accapted professional practice. The ¢linic must
have the following:

(C) Drugs must be accurately and dearly
labeled and stored In specially designated,
wall-illuminated

cabinets, closets, or stererooms and the
following:

{i} Drug cabinets must be accessibie
oniy to authorized personnel.

(iiy Drug cabinets for storage of
confrolled drugs listed in Schedule || of the
Comprehensive

Drug Abuse Prevention and Control Act
of 1978 and other drugs subject to abuse must
be

permanently

afflxed compartments that are
separataly locked.

(iily Drug carts, If used, with controlled
drugs as designated in item (i) must be securely
affixed

when not in use,

This RULE Is not met as evidenced by:

Based on observation and interview, the facility
failed to ensure medications Individually
packaged were labeled with an expiration date for
1 of 1 medlcation storage areas.

Findings include;

1. Facility policy titled "VIi. Medication Practices"
last reviewed/revised 12/8/18 Indicated the
following: "...1. Responsibiliies: The Head Nurse
oversees that all nursing staff adhere fo best
practices and standards of care in the handiing,
Indiana State Department of Hoalth
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packaging, administering and handiing out
madication...”

1. Durlng facllity tour baginning at 9:39 a.m. on
316119 with A1 {Operations Manager) the
following was cbserved in the medication storage
area;

A total of 45 Azithromycin tablets Individually
packaged In re-sealable storage bags lacked an
expiration date on elther the hack of the individual
medication package or on the iabel on the
re-sealable storage bags.

During an interview on 3/6/18 at 5:15 p.m., A1
vetified the lack of an expiration date on the 45
Individually packaged Azithromycin lablets located
in the medication storage area.

T330] 410 1AC 26-16-1 PHARMACEUTICAL T330
SERVICES

410 1AC 26-16-1(4)

The clinic must provide drugs and biologicals in a
safe and effective manner in accordance with
acceptad professional practice. The clinlc must
have the following:

(4} A formulary.

This RULE is not met as evidenced by:
Based on obsarvation and interview, the clinic
faifed to maintain its drug formulary for 1 of 47
madications at the dlinlc
(Mifeprex/mifepristone/RU486).
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Findings inciude:

1. Review of the Medical Policy and Procedura
Manual (approved 12-8-18) section X .B. Medical
Ahortion Overview indicated the following:
"Medical abortions are accomplished by
providing the patient with a medication {(Mifeprex
also referred to as mifepristone or RU486}) which
interrupts the pregnancy or causes I to stop
growing."

2. Revlew of the drug formulary {revised
12-20-18) lacked documentation of Mifeprex
{mifepristone or RU486).

3. On 3-6-19 at 1550 hours, the Operations
Manager A1 confirmed the above,
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