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Initlal llcensure is recommendead.

An exit confarence was held with the Clinle

Administrator the evening of 1-30-18. Preliminary

findings of the survey were discuseed, and an
oppartunity given for questions.

A 142 TAC 139.43(1) Personnef Policles A142

The licensee shall develop, implemant and
enforce policias which shall govarn all parsonne!

1 : mmmm&ymmmm

(1) job dsscﬁpﬂons Including quailfications for afl
1 perscanelnroviding direct or ingirect pationt care;

This Requitement & not met as evidenced by:
Basad on a review of documentation and
interview, the facilly failed ko enswre that faclity
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AR, /8. Wiks 02/3012018
NAME OF PROVIDER OR SUPPLIER STREETADDRESS, CITY, STATE, ZIP CODE
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o4 D SUMMARY STATEMENT OF DEFICIENCIES | D | PROVIDER'S FLAN OF CORRECTION ey
BREFX (EACRDEFICIENGY KAIST BE PRECEDEDRY FULL = TEATH: EACTION SROULD BE COMPLERE
TG REGULATORY OR LSC IDENTIFYING INFORNMATION) HEE Y CROSS-REFERENC *rowAmomm OATE
DEF CIENCY) .
A000 Iniial Comments o ' A000
Nots: The State Formis an ofﬂcial. lagal
document, All Informetion must remain
unchanged except for entering the plan of
comrection, correction dates, and e signakne
space. Any discrepancy In the original deficlency
| ciationifs) will be refemed to the Office of the ~ :
Texas Atomey General (CAG) for possible fraud. {
ff information is inadvertently changed by the
provider/supplier, the State Survey Agency (SA)
should be notified immediately.
An enfrance conference was held with the Clinlc
: Askrioistrstor ¥he moaving of 5-20-18. The REV )
) purpose and pracsss of fhe Inltal survey were IEWED :
discussed, and an opportunity glven for g
: ) MAR 05 2018
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A142| Continued From page 1 A142 TAC 139.43(1) Personnei Policies o
: 2-1
developed, implemented and enforced pollcies
which shall govem all personnel staffed by the The Clinic Administrator has developed,
facillty using the following. minimum criteria: job implemented and will enforce policies
\ | desciiptions, inchiding qualifications fot all ! addressing job descriptions, including .
] j personfrat peoviBing direct or lwiiect paiont care, ; qualifications fos ﬂ?emﬂeﬁpm"m 1
f direct or indirect patient care. Policy and
Findings included: lfrqce({um will be implemented and placed
in Policy and Procedure Manual for all
Review of the Yacllity based palloy end procedure staff positions. See enclosed attachments.
book revealed there were inc policles addressing N
Job descriptions, Including qualificaions for all The Clinic Administrator will
) personnel providing direct or indirect patient care. _, be.responsible for the plan of
K : 3 ol Jicies Ct l’el'lt
In an interview on 01/30/18, staff member #5 ] } efonsr ms taﬂ‘mg%gh:;:‘s;;;g ons for |
confirmed that facillty did not have any poiicles eas of':v ok
addressing staff job desgriptions..’ e ol 2 to. ensure that the
- Policy and Procedurs Manual
A158 TAC 130.45(1)(2) Personnel Records - A158 will have current job
o iptions and will be
 An Individual personnel record shall ba g;:g;gd ?\s needed.
llcansed abortion facslity which shall Include but upon review.of Policy and 1
not be fimited to, the following: Pic Sore Manual
{1) cument job description for the employae, Oneoing com liau.ce will be
which Is reviswad and revised as needed; ngoing comp g .
{2) verification of current ficense and certification monitored periodically.
of personne! tequired to have a license and or
‘ certification; ~
f é
. '\
This Requiremment Is not met as avidenced by:
Basaed on a review of documentation and
interview, the facility falled to ensure that
Individual personnel records were maintained on
each person employed by the Ecensed-abortion _ 3
facilty whiich mnciudied o cument oy descripiion for : 3
the employee, which Is raviewed and revised as '
SO0 - Stata Form
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o4 D SUMMARY STATEMENT OF DEFICIENCIES } D PROVIDER'S PLAN/OF CORRECTION o8
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DEFIGH NGY)
A158| Continued From page 2 A168 TAC 139.45(1)2) P. "b?;ﬁéﬁié&ﬁi; T ea-198
heeded. -
The Clinic Administr or will ensure
Findings included: each employee has ¢ rrent Signedjob
g -~ i description(s) that wil] be reviewed , '
. Roview of ffie persannel fies for offce personmerf ; f and revised as needed.| Al emplayess. : 3
revealed that 5 of 6 office personnel did not have required to have a licensees or
Job descriptens included in their file, certification will be vefified and placed in
* Staff members #4, 5, 8, 7, and 8 did not have personnel file.
job descriptions in thelr personnet files.
In an interview on 01/30/18 staff member #5 The Clinic Administrator will
confifmed the above staff memboers did not have be responsible for] the plan of
1 ith desuipfions fnthel persenneifles, -ensering emplo have job
. descriptions for areas of
A187] TAC 130.48(1)(A) Physical & Environmental At07 wotk.
Requiremsnis The plan is to ens; ire once .
' employee has be ) trained for
The physical and environmental requirements for specific area, emp loyee will
a licensed abortion facility are as follows. have a signed copy of job
{1} Afacllity shall: descriptions placed in :
(A} have a cufe anvth sanitary Qovitonaren, cmployee file. ¥ 3.
F properly constructed, equipped, and mainfained The plan will be f .
to protect the health and safety of pafients and implemented upon review of
staff at af} imes; employee file. :
On going compliance will be
monitored at the ;Ll:aﬁon
period, yearly review and as
. ; needed. 3
1 B Regaemant Saciostasevideosted by !
| Baedon a tour of the fadiity end anivterviow i
with staff, the facllity falled to malntaln a safe and
sanitary environment, properly constructed,
equipped, and malntalned to protect the health
and safely of patients and staf at all times,
Findings were:
Daxing a four of tha faclity on 1-30-18, Gre :
following was noted: .
80D - Stats Form -
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found to be in working order.

In procedure room #1:

“The suction machine bore an inspecﬂon sticker
that stated the equipment was due to be
Inspected 12-2017.

™ Tive jaitartisrypdrore aningpecion sicker that

statad the equipment was due to be inspected
12-2017.
"The oral suctian machine bore an Inspection

STATEMENT OF DEFICIENCIES ' 1) PRO\HDERISUPPUERICLIA 1 (X2} MULTIRLE CONSTRUCTION ’ L{X3) DATE SURVEY
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140012 B.WiNG 01/30/2018
NAME OF RROVIDER OR SUPPLIER STREETADDRESS, CITY, STATE, ZIP CODE o
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K80 SUMMARY STATEMENT OF DEFICIENCIES I e | PROVIRER'S PLAN OF CORRECTION £
NG ﬁﬁsmmmiscmmsmmmm PR 1 } CROSS-REFERENCED TO THE APRROPRINTE DATE
) DEFICIENCY)
_ A187| Continued From page 3 A107 TAC 139.48(1)(A) Physical & saoiie
i Environmental Requirements
In the ultrasound roorm; The Clinic Administrator had a
» "The ulrasound machine bore no inspection 3 Sgg ?d“ie‘it:;te f",‘ the 'd: guipment to
:  aticker fo indicate that it lvac been Mspectod an inspected on Thursday

February 01, 2018. Legacy
BioMedical inspected the ultrasound
machine, suction machine, patient lamp,
oral suction machine, hand-held
pulse oximeter, mechanical procedure
table, the AED, the Hemocue machine,
Rh View Box, the refrigerator in lab, all
equipment was found to be satisfactory.
The ultrasound machine was new
and had not yet inspected. The AED
has been checked daily since 01/31/2018

N

sticker that sieisd the equipment was due tc bs and documented on 2 daily basis. The
Inspected 12-2017. ' battery pack and pads will be checked
“The hand-held pulse oximeter bore an inspection monthly for expiration dates. Pads will be
| sticker that stated the equipment was due fo be replaced as needed and after each use, S
inpecied 12-2017. g ‘o '
*The mechanical procedurs table bore an ] [
inspection sticker that stated the squipment was . .
due to be Inspected 12-2017. The Clinic Administrator
"The AED (automated extemnal defibrljlator) model will be responsible for
Defibtech DDU-100 chackiist Indicatad only that scheduling of the yearly
the explralion dates for the defibritlator pads and equipment inspection and
the difribriflator were chacked on a regular basls. servicing,
No other routine checks weve perfoned. The plan will be toensure
Arooniing o e opweting gude Yorthe AED, the 3 the inspection to be
AS! {(active status Indicatar) should be checked performed yearly.
dally. The ASI, the condition of the unit and The plan will be implemented
accessories and the padattery pack explration as needed for inspection,
«dates should be checked monthly, The ASH, repairs and servicing of
condition of the unit and accessoiies, 2a manually equipment.
initiated self-test and pad replacement should all Ongoing compliance will be
 ba parformed after each use. : ! monitored by Clinic. \
1 A 4 a e ¥
In the laboratory area: [ Adninistraior.
300 - State Form
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Y e mmmmmwmz i 18G CROSS-REFERENCED R THE APPROPIIATE DATE
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A 187 [ Continued From page 4 ' ’ A187

“The Hemocue machine bore an inspection
sticker that stated the equipment was due to be
‘inspected 12-2017.

"The Rh View Box bore an Inspection sticker that
siaad te equipment was dug tobe Bispetied
12-2017. ’

"The refrigerator used to store equipment
controls, Rhogam and Pitacin bore an inspection
sticker that stated the equipment was due to be
inspected 12.2017,

In an Interview with staff #5 on 1-30-18, staff #5

mmﬁmmmmm
overdue forinspetiion and that the AED was net

being checked at the proper frequency.

3

A201) TAC 139.48(1)(E)(F) Physical & Environmental A201
Requirements

The physical and envinmentat raquirements for
a ficensed abortion factity are as fofows.

.(E) store hezardous cleaning solutlons and
compounds In a secure manner and iabel
substances;

(F) have the capacity to provide patients with
liquids. The facility may provide commercially

| packaged food to patients in individua} servings.
$fofter fond s provided by e facTity, it sha¥l be ,
| sublect o the requirements of §§228.165 - i
[228.171 of this title {relating to Texas Food
Establishments);

This Requirement Is not met as evidenced by:
Based on a four of the facliity and an Interview
with stafl, the faclity falled % sfore hazasdoug

immwmm@wm {
! ) _
30D - Stats Farm
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A201| Gontinued From page & TAC 139.48(1)(E)(F) Physical & o201-16
' ‘ Environmental Requirements
Findings were:
The Clinic Administrator will ensure
‘ Dusing a tour of the facllity on 1-30-18, an. _ staff is placing all cleaning solutions
haliway-centdined such Ttems as Windex glass . the supply closet. The door to the supply
cleaner, furniture polish, bleach, faundry closet will remain locked. Employees will
detergent, Lysol spray, toilet bowi dleaner and unlock as needed. AM solutions labeled for
insect spray. contents. This will not be stored in patient
' care areas.
In an Interview with staff #5 on 1-30-18, staff #5 _
was asked If he door to the closst was usually 7
tocked whan patisnts wam daike buliing. She The Clinic Adining " :
stated ifai it was ot Kicked and pationis » il be responsible for f
regufarly mistaok the closet door for the exit door. ensuring staff locks the
. Supply C :
The above was confirmed In an Interview with tj:i:;ky Closet door at alf
staff #5 on the evening of 1-30-18. ; ,
: 9 : The plan will be to secure all
cleaning solutions from
Patient reach,
The plan will be implemented ] E
during monthly in-services 4
.areminder 1o staff to keep
door locked,
Ongoing compliance will be
monitored the Clinic
Administrator randomly
checking for the door to be _ |
, locked; and to ensure stafis i ¥
1ot keeping any cleaning
solutions around patients. Al
staff is aware that they witt be
Wﬂﬁen up for leaving
solutions out, and/or door
uniacked,
. 3
: SOD ~ State Form
‘ o) 195511 T continuation sheet 6 af 16
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A355 TAC 139.66(a)(2)(A)(B) Emergency Sefvices A 355

{a) A flcensed abortion facliity shall have a readlly
accessible written protoco! for managing medtcal
.| emergencies and the transfer of patlents

| requising fusther emergency care to a hospital,

i “The faclily shiaf ensure Mhat te physicians who

1' practice at the facility:

30D - Stats Form
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FREFIX.
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SUMMARY STATEMENT OF DEFICIENCIES
JEACH DEFICENCY MUST BEPRECETED BY FUIR
BREGILTORY OR L SCHBEATRYING SERIFMATION)

7, D f PROV!DERS PLAN OF CORRECTION o)

"}m

DEF]GIENC‘O

A 365

Continued From page 7

{2) provids the pregnant woman with:

{A) 2 telaphane number by which the pregnant
wosnan may reach the physician, or othar heaith
care personne] employad by the physician or the

induced with access to the woman's relevant
medical recards, 24 haurs a day to request
asslstance for any camplications that arlse from
the performance or induction of the abortion or

" | ask health-related questions regarding the

abortion; and
{B) the name and telephone number of the

nearesthonpit to Shetome i fe piegnamt

{ woman at which an emergency arising from the

abortion would be treated.

This Reguirement is not met as evidenced by:
‘Based on a review of decumentation and
interview, the tacifity falfed to ensuze that the

§ physiviens who praciice at e fackiy provide the

pregnant woman with a télephone number by
which the pregnant woman may reach the
physiclan, or other health care personnel
employed by the physlclan or the facllity at which
the abortion was performed or induced with
acoess to the woman's relevant medical records,
24 howrs a2 day-{o request assistance for any

induction of the abortion or ask health-related
questions regarding the abortion.

Findings Included:
Review of thé medical records revealed that 29 of

29 patients did notrecelve a telephone number
by mmmmmym e

't phiysician, or other health care
| employed by the physiclan or the iaclmy at which

A385

S0D - Stats Form

STATE FORM
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A355| Continued From page 8 A355 ggﬁ Cl e35 S@(R)EB) Emergency 02-01-18
the abortion was performed or induced with
accass o the woman's relevant mediocal records, - The Medical Dmt{?“ has concluded
24 hours a day to request asslstance for any that main as On Call Nurse
qompuwtions that arlse from the performancs or for patients at NO;;}, Park Medical Group,
s induction of e aborion orask healbi-relalbd ixasbemem;}oyedbyDr
*quesigns ret;i;andfnts é; ?zgorﬁon[}’ uctions that +years, she hs also worked with
All 28 patients had aftercare Instructions every physician at North Park Medical
stated in part, "WARNING SIGNS CALL Group. [ has direct numbers for the
{MMEDIATELY: On call Nurse [steff member # hysicians and Whas access to
10] (phane number provided". [ the Clinici Administrator, who
L3
" Medical abcrﬁt:in pagfn:&rk igdtgdeib on" does have 24 acoessito patients records ,
; Aftercare Instructions for Mifepristone Abortion in the event of a complication that , ]
3 | el pat, _— ight aise. Record} can be fxed,
: "Managing the Possibla side Effects af o 7
Misoprostol .
Drink plenty of flulds and eat lightly the day hefore Tt . l
on the day you take the Misoprostol pite. & Me‘dwal Director will be
Misoprostol may cause nauses, vomiting and Tesponsible for ensuring
dlarrhea, and faver, 50 you need flulds, Spicy or emergency services availahje
fried foods warsen the distress, it the vomiting for patients who|hiave had g
and dianhea.are aovere, call Qs caltMurse fstaff Service provided ar,.th&
1 member# 107 {(fhone number provided)”. Hicility,
* In an Interview on 01/30/18, staff member #5 The plan will be Nurse [
confirmad that staff member #10 does not work will still be On iy for any
at the facllity and fives In Houston, therefore this and all emergenc}l Servmes
staff member does not have access fo the The plan will ke § npl
. piemented
waman's relevant medical records, 24 hours a by the Medical Ditector,
day. Ongoing complisnbe wil) e
|* 480710 abortion patients (#3- 1) Gdnat moitored by Medjcal . }
'{ yaceive o tefeyihone mamber. tor. »
< 14 of 11 medical aborfon patiants (#1-11) did
.| not recelve an appropriate telephons number.
| n an Interview on 01/30/18 staff member #5
confirmed the abovs findings.
A 35(% TAC 139.56(()}{6? Emergency Services - A 356
' {b) The Tacllity shall have the necessary
80D - Slata Fom
STATE FORV]| cois 185811
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DEFICIENGY)

A358

Continued From page 8

- equipment and pelsonﬂei for cardiopulmonary

resuscltation as described In §138.59 of this tite
(refating to Anesthesla Services).

} {c) Persopnel providing direct patlent cara shall

be cumently cerfified i Basic fife suppott by the
American Hearf Aasaciation, the American Red
Crass, or the Amerigan Safety and Heaith

| Insfituts, or in accordance with thelr Individual

Ycensure Tequitements, and i

' requlred in thelr job desctption or job

rasponsiblilities.

This Requirement Ig not met as evidenced by:
Based on a review of documentation and
Interview, the facllity fallad to ensure personnsl

. providing direct patient care sheltbe currently.
cettified In basic He support by the American

Haart Assoclation, the American Red Cross, or
the American Safety and Health Institute, ar in
accordance with Grelr Rufivitheal professional
lisensure requirements, and if requited in their job
description or job responsibllities.

Findings Included:

| The facility falled to ensure that all direct are staff

were competent In cardlo-pulmonary resuscitation
(CPR)as there was no documentod avidence of

‘hande-on eldls pracioe and in-perscn

assessment and demonstration of CPR kiils,
This presents a risk that ataff may not be

competent to respond {n a medical emergency.

Raviaw of the Health & Safety Instiiute and the
Natlonat Safety Councll website found at
hitp:Iinews.hsl.com/onlineonlycps reveals that,.
“No majpr nafiorally recognized tealiing prograny
in the Unitad States endorsas cerlification without
practice and evaluation of hands-on skills.

|

" £.356
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o4y (D SUMMARY STATEMENT OF DEFIGIENGIES D PROVIDER'S PLAN OF CORREGTION 25
PREFX {EACH DEFICIENCY MUSY BE PRECEDED BY FIILL PREFIX {EACH CORRECTIVE AUTION SHOULD BE CovPLETE
TAG REGULATORY DR LS {DENTIFYING INFORMATION} TaG ' TO THE AFPROPRIATR TATE
D) IGIENGY}
A358| Continued From page 10 A356 TAC 139, 55@@ Smergency T es-elae
Accarding to the Qoaupational Safety and Health Services
| Admihistration {OSHA) eniine-training alone does . .
not meet OSHA first ald and CPR training The Clinic Adminigtrator
requirements.” Further guidance canbe found at scheduled a CPR class for the
hiips:ivaw.osha.gavipisfashaweblomadisp.shion L | entire staffio partic pate in to ensure
_dacument?p_table=INTERPRETATIONSEp_ld= all staff has current hands on skills
2854 practice and In-perion assessment and
demonstration of CER skills. This was
Raview of parsonnel records revealed 1 of 5 held on Thursday March 01, 2018.
1 direct care staf members (stedf member #6) had Unfortanately one-employee was unable
CPR training through the Natlonal Health Care to attend due to family emergency. She
Provider Solutions. ‘has scheduled a C ] class to ensure
* Acvonding fo tha webske for National Heslth hands on skill assessnent and
Cars Provider Solutions found at demonstration. The Clinic Administrator
htips://inhcps.com/faq/: will ensure her CPR{ does meet the
*Doss your program require a Cllnical Skills National Safety Council recommendation
Chack? _ - criteria, CPR will be renewed priorto-
| Al of cur exams are cofmpletely webi-based. We , expiration dates,
do not require an-onshe clinical skills check, Wa
have recently added our new Clinical Skills Vidao ]
Series that is-accessible within your accaunt. ' . . 3
These Clinical Skills videos demonstrate In detail The Clinic Adminisirator
the corract procedures that would be covered at will be responsible for
the onslte clinical skills check.” ensuring all staff heis current
* This tralning doas not meet the Natlonal CPR. 3
Safely Gouncil recommended criterfe of practice The planwiil be to schedule '
and evaluation of hands-on sidlis. renewal prior to expiration of
current CPR.
The above findings were canfinned on 01/30/18 1 The plan will be implemented
. { n an Interview with staff member #5. by Clinic Admini or.
‘ Ongoing compliance will be
A 898 TAC 139.80(1) Other State and Federal A 399 monitored reviewing of
Compllance Rqmts employee files. ,
| thAticensed abortion facilty shell nat usa ' ’
| | adulterated or misbranded drugs or devices in L
! 'gimiaﬁanofmeﬂeauhandmwcme.. ‘ ) :
: || §431.021. Adufterated drugs-and devices are ~ ;
|{ described in Health and Safety Code, §431.111.
| g
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Misbranded drugs or devices are described in
Health and Safety Code, §431.112.

- This Requifement (s not mel as evidenced by:

Based on.a tour of the facllity and an interview
with staff, the facllty used adulterated/misbranded
drugs ordevices [n violation of the Health and
Safety Code, §431.021. Adulterated drugs and
devicas are described In Health and Safety Code,

| §431.111.
{'Hiaslth 2nd Salsty Cotie §431 .41 stites:

SUBCHAPTERE. DRUGS AND DEVICES

Sec, 431.111. ADULTERATED DRUG OR
DEVICE, Adrug or device shall be deemed to be
adulterated:

(&)1} ¥} consists In whole or Iy pant of amy filthy,
pulie, or decompased substancx o

(2){A) if it has been prepared, packed, or held
under insanitary conditions whereby it may have
been contaminated with filth, or whersby it may
have baen renderad Injurfous to health; or

(B) Hitisadng and the methods used In, or the
faclities or controls used for, its manutacturs,
processing, packing, or holding do not conform to

1 or aremotopeysied oredmiistensdin conforsly

with current good mamafaciiing practice lo
assure that such drug mests the requirements of
this chapter as to safely and has the ldentity and
strength, and meets the quallty and purity
charactenistics, which it purports or ia representad
to possess; or

(3) If its container is composed, In whole or in
patt, of any paisonots ox deleledous substance
whish may render the conterits injurfoes fo kealth,
or

{4) it

A 399

\
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(A) bears or contalns, for purposes of colosing
only, a color additive that is unsafe under Section
431.161(a), or

{B) Is-a tolor addltive, the intendad use of which

{ o or O driigs o divices ¥ foF pisposes of

coloring only, and is unsafe under Section
431.161(a), or

(5) Ifitls a new animal drug that is unsafe under
Section 512 of the federal Act;

(b) ifit purports to be or is reprezsented as a drug,
the name of which Is recognized In an official
compendium, end fis strength differs from, or its
quetiy orpuTty Tolis below, the stemdards set
forth In such compenditm. Such determination
as to strength, quallty or purity shall be made in
accordance with the tests of methods of assay
set forth In such compandium, or in the absence
of or Inadequacy of such tests or methods of
assay, those prescribad under the authorlty of the
federal Act. Ne drug defined In an officlal

- § coargpendiom shati ba deemead tobe adierated
under this subsecton because it differs from the

standards of strength, quality, or purity therefor
set forth in such compandium, if Its difference In
strength, quality, or purity from such standards is
plainly stated on its label. Whenever adrugis
racognized in The Unitad States Pharmacopela

| and The National Formulary (USP-NF), It shall be

suhjact io the requitements of the USP-NF;

} {6} Bt is ol sublect to Setsectior Hjandis
'} strength differs from, or its purlly or quality fafls

balow, that which it purports or i represented to

| possess;

(d) Kitis a drug and any substance has been:
(4) mixed or packed therewith so as to reduce lis
quallty or strangth; or

{2) substituted wholly of in past therefor;

{6} T, or mipoits fobe orisrepresented as,

a device that is subject to a perfonnance
standavd established under Section 514 of the

. FORM APPROVED
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federal Act, unless the device Is In all respects In
. conformity with the standaed;

(1) ¥itisa class M device: 3 ]
(A){I) that Is requirsd by a regulation adepted
under Section 515(b} of the federatAct to have an
approval under that section of an application for
premariet approval and that is not exempt from
Section 515 a8 provided by Sectlon 520(g) of the
federal Act; and
(i1)(1) for which an application for premarket
approval or a nofice of completion of a prodiict
development protocol was hot flled with the
| Xiited Stetes Food snd Dug Administrafionby
the 90th day after the date of adoption of the
vegulation; or

(It) for which that appllcation was filed and
approval was denled or withdrawn, for which that
notica was filad and was declared incomplete, or
forwhich approval of the-device-under the: |
protacol was withdrawn;

{B) tat was olagsified under Seeficrs 513y of
the federal Act into dlass iff, which under Settion
515(a) of the federal Act s required to have in ' '
effect an approved application for premarket
approval, that Is not exempt from Section 515 as
pravided by Seotion 520(g) of the federal Act, and
that does not have the application in effect; or
1 {C) thatwas classified under Secfion 52011) of
1 the federal Actinta class Hi, wiiich under that
{ seciien s requived to have in-effect an approved

i application under Section 515 of the faderal Act,

and that does not have the application In effect,
except that:

(2)(A) In the case of a device classlfied under
Saction 513(f) of the federal Act into class il and
- intended solely for investigationat use,
Subdivislon (1)(B) does not apply to the device 1
. diring the period ending o the 80t day affes te ' ' > a
dats of adoption of the regulations prescribing the
procedures and condlﬂom- reguired by Section
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520(g)(2) of the faderal Act; and

(B) In the case of a device subject to a regulation
adopted under Section 515(b) of the federal Act,
Subdivision {1) does not apply to the device

i dusing the period ending on whichaver of fve
following dates occurs later;

(i} the last day of the 30-day calsndar month
baglnning after the raanth In which the
classification of the device Info class {ii became
effective under Section 543 of the faderal Act; or
(ll) the 90th day after the dats of adoption of the
 regulation;

') it sbanned device;

(h) Kitls a device and the mathods used In, of
the facliiles or controls used for Its manufacture,
packing, storage, or Installations are not in
conformity with applicable requirements under
Section 520(f)(1) of the federal Act or an
applicable condition as prescribed by an order
under SecﬂonzSZO(f)(Z) of the federal Act; or
4{B éﬂkamfmw&ﬁ?&mm
baen granted under Saction 520(g) of the federal
Act for investigational use and the person who
was granted the exemption or any Investigator
who usss the device under the exemption falls o
comply with a reguirement prescribed by or under
that section. '

Acts 31989, 71stieg,, ch. 678, Sec. 1, eff. Sept. 1,
(1889, -Arnended by Acts 803, 73rd Leg., ch
440, Sec. 2, eff. Sept. 1, 1993.
| Amended by:

Acts 2015, 84th Leg., R.S,, Ch. 1 (8.B. 218), Sec
3.08868, eff. Aprh 2, 2016.

Flndmgs were;

i battles of Alivan were found In a locked

{
|+ During = tour of procedufe room #uh ¥30-18,2
|
! medication closet. One of the botles was

A 399
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factory-labeled as 2 mg (milligram) tablets and Federal Compliance Report
the other bottle was factory-labeled as 1 mg . .
tablats, When the confents were examined, the The Clinic Administrator orde;ed
botile marked as contalning 2 mg tablets Ativan img to dispense and wil
contdined wholetenkets, The botte marled as nat split the Ativan 2mg. The altered
contalning 1 mg tablets contelned imegular iablet Ativan was disposed of to avoid »
fragments. In an Interview with staff #5 on administering wrong dosage. The Chmc
1-30-18, staff #5 stated that the tablet fragments Administrator along with the physician
reprasentad Ativan 2 mg tablets that had been on staff will ensure narcotic count sheet
split In half with a pill cutter to make a 1 mg dose for Ativan lmg and Ativan 2mg.
for patient use. The tablet fragments were of All Ativan will be given under the
| Imegular shape and skze, did nof represent direction of the physician on staff.
+ ariionn tablat halves an conldsothe-
| guarantesd fo-each-contain Afivan T mg. ; .
inic Administrator and
No narcotic count sheet for either bottle of Ativan gges(i";gcoﬁ staffvssrill be
could be located by stefl #4 or ateff #5. Ativan is Y ible for narcotic count
dlassified as a Schedule. IV controlied substance risp:nm P ‘:ﬁs ensing Of
and its use and quantity should be closely sheet anc dispensing
manitored. _medieatioma patients.
i The above was confimed in.an interview with The plan will be 1o epsure
staff #5 on the evening of 1-30-18. patients are recejving proper
: medication dosage.
The plan will be implemented
by Clinic Administrator and
Physician-on staff daily.
4 ’ 75 1 Ongoing compiiance will-be F
monitored by Clinic
Administrator and Physician
on staff,
4 :
b E
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