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Spring Grove Center * Bland Bryant Building

55 Wade Avenue ° Catonsville, Maryland 21228-4663

Martin O’Malley, Governor — Anthony G. Brown, Lt. Governor — Joshua M. Sharfstein, M.D., Secretary

March 26, 2013

Administrator

Associates In OB/GYN Care, LLC
3506 N Calvert Street, Suite 110
Baltimore, MD 21218

RE: NOTICE OF CURRENT DEFICIENCIES

Dear

On February 19, 20 and 21, 2013, a survey was conducted at your facility by the Office of
Health Care Quality to determine if your facility was in compliance with State requirements for
Surgical Abortion Facilities, Code of Maryland Regulations (COMAR) 10.12.01. This survey found
that your facility was not in compliance with the requirements.

All references to regulatory requirements contained in this letter are found in COMAR Title 10.

L PLAN OF CORRECTION (PoC)

A PoC for the deficiencies must be submitted within 10 days after the facility receives its
State of Deficiencies State Form. Your PoC must contain the following:

- What corrective action will be accomplished for those patients found to have been
affected by the deficient practice;

How you will identify other patients having the potential to be affected by the same
deficient practice and what corrective action will be taken;

- What measures will be put into place or what systemic changes you will make to ensure
that the deficient practice does not recur;

- How the corrective action(s) will be monitored to ensure the deficient practice will not
recur, i.e., what quality assurance program will be put into place and;

- Specific date when the corrective action will be completed.

Toll Free 1-877-4MD-DHMH ° TTY for Disabled — Maryland Relay Service 1-800-735-2258
Web Site: www.dhmh.maryland.gov



- References to staff or patient(s) by staff identifier only, as noted in the staff and patient
rosters. This applies to the PoC as well as any attachments to the PoC. It is

un-acceptable to include a staff or patient's name in these documents since the
documents are released to the public.

I1. ALLEGATION OF COMPLIANCE

If you believe that the deficiencies identified in the State Form have been corrected, you may
contact me at the Office of Health Care Quality, Spring Grove Center, Bland Bryant Building, 55 Wade
Avenue, Catonsville, Maryland 21228 with your plan of correction and any written credible evidence of

compliance (for example, attach lists of attendance at provided training and/or revised statements
of policies/procedures).

If you choose and so indicate, the PoC may constitute your allegation of compliance. We may
accept the written allegation of compliance and credible evidence of your allegation of compliance
until substantiated by a revisit or other means.

If, upon the subsequent revisit, your facility has not achieved compliance, we may take

administrative action against your license or impose other remedies that will continue until compliance
is achieved.

IV.  INFORMAL DISPUTE RESOLUTION

You have one opportunity to question cited deficiencies through an informal dispute resolution
process. To be given such an opportunity, you are required to send your written request, along with the
specific deficiency(ies) being disputed, and an explanation of why you are disputing those deficiencies,
to Dr. Patricia Nay, Acting Executive Director, Office of Health Care Quality, Bland Bryant Building,
Spring Grove Center, 55 Wade Avenue, Catonsville, Maryland 21228. This request must be sent
during the same 10 days you have for submitting a PoC for the cited deficiencies. An incomplete
informal dispute resolution process will not delay the effective date of any enforcement action.

If you have any questions concerning the instructions contained in this letter, please contact
Joyce Janssen at 410-402-8018 or fax 410-402-8213.

Sincerely,

ZF . dve Ko P
K AWQDINR. X [ AL
Barbara Fagan v
Program Manager

Enclosures:  State Form

oo License File
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A000| Initial Comments A Q00

An initial survey of survey of Associates in
OB/GYN Care was conducted on February 19, 20
and 21, 2013. Survey activities included interview
of the staff, an observational tour of the physical
enviranment, observation of reprocessing of
surgical equipment, review of the policy and
pracedure manual, review of clinical recards,
review of professional credentialing, review of :
personnel files and review of the quality i
assurance and infection control programs. The !
facility included two procedure rooms.

A total of five patient clinical records were
reviewed. The procedures were performed
between November 2012 and February 2013.
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This Regulation is not met as evidenced by: /)a‘r///?/& ZHhe /;é;z' e1rt1a/ B A
Based on review of professional credentialing ) O/Vé'r,;_' / > =74
files, review of the policy and procedure manual, = }/ 75 cozey
and interview with the administrator, it was p ;
determined that the administrator failed to collect, /‘f?-_/m;,«;;gi/d Z1050 Lirdl powwi 7[{/
review, and document data provided by the I/ 5}'/,’//7/ y 13 ﬂ/ ' 20257 |
National Practitioner Data Bank (claims against i (e v é‘ﬁ% “o NSy e
the physiclan, dentist, or podiatrist) for three of FAhod Lhe L2108 P25 feen|

three physicians reviewed. e
The findings include: poerieyd
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Review of staff #1, 2, and 3's credentialing files
on 2/19/13 at 10:00 am revealed that the files
contained no evidence of documentation of data
provided by the National Practitioner Data Bank.

l Revlew of the facility's policy and procedure titled
OHCQ —
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ATQDI Continued From page 1

the policy stated ", 1, Credentialing of

Data provided by the National Practitioner Data
Bank."

Practitioner Data Bank hag not been collected

files.

A880] .07(B)(6) .07 Surgical Abortion Services

(6) Emergency services;

This Regulation is not met as evidenced by:

| Based on review of the policy and procedure
manual, review of staff training records,
observation and interview of staff, it was
determined that the facility failed to impiement

services were available. The findings include;
"Emergency Services" on 2/21/13 at 1:30 pm
revealed "...When sedation is administered, the
Procedure room :...{ ¢) Automated external

defibrillator (AED)."
’ An AED is used for g patient in cardiac arrest.

Review of staff training records on 2/20/13 at
11:00 am revealed that Staff #4 completed an

Ii “Personnel” on 2/19/13 at 10:30 am revealed that

Physicians- The following is collected, reviewed,
and documented on all licensed Physicians... (i)

Interview of the administrator on 2120113 at 10.00
am confirmed that data provided by the National

and documented in the physician's credentialing

policy and protocol that ensured that emergency
Review of the facility's policy and procedure titled

following emergency equipment is available to the
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In-service training on 2/14/13 that demonstrated Neo, '
the task of using the defibrillator. The training was
signed by Staff #4 and the administrator on ‘
| 2/14/13,
OHCQ
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Interview of Staff #4 on 2/21/13 at 12:55 pm e
/ revealed that she "was not trained to use the AED (}é\x-’*i‘mq_,\,_k o\(“‘—"&c—*ﬂ} :
machine" located on the crash cart. Surveyor
‘ observed Staff #4 request assistance from the \ﬁ
project manager and Staff #2 to use the machine. SN el > Loare
None of the staff knew how to recharge the (\)c-&«ﬁwc—»\\\ N Sed
machine.
A1000 .07(B)(8) .07 Surgical Abortion Services A1000
(8) Safety.
\C)e. OO 2
B e, 1 ; : X oA
This Regulation is not met as evidenced by: Q“"‘Q‘\ RS
Based on review of the policy and procedure RS (VRN
manual, a tour of the facility, observation and AR Bk N
interview of staff, it was determined that the
. i . - . 1 I(- L]
facility staff failed to implement their policy on NN :'s»{c"\
emergency equipment to ensure patient safety. oy Yee ~
The findings include: 1 RVl AN s
. . . ; Nl St 1 &
Review of the facility's policy and procedure titled QN\\“\ Qnetged T 550
"Quality Assurance Program" stated, "The facitity S %EQ\ NN QW*M‘B :
shall have an ongoing program to monitor the
safety and perfarmarice of all biomedical N
equipment via annual inspection performed by St |
biomed technician." .
-\ %’E{B ()c.\éf: Warle
A tour of the facility on 2/21/13 at 12:10 pm Ciphiced
revealed that the suction equipment used to clear Fyntea,
patient's airway and the Automated external
defibrillator (AED) used for patients in cardiac L\.‘ Qs ol TR N s
arrest did not have an inspection/maintenance T:‘\“c i 5 h\‘% L\%‘L\B
sticker on them. Preventative maintenanca is \S S Dheda\A Ko QLALM
required on all electrical medical equipment on an ~ ” e
annual basis to ensure the equipment is S S SRR (A TN
| operational, calibrated and safe. D™ Lseer,
GHCQ
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Continued From page 3

Observation of the AED machine on 2/21/13 at
12:15 pm revealed that the electrode pads were
soiled and stuck to each other. Further
observation revealed that the AED unit read "do
not use" on the machine, and would not operate
when the “on" button was pressed.

Interview of the project manager on 2/21/13 at

| 12:50 pm revealed that she acknowiedged that

the suction equipment and AED were not
maintained as required. Interview of Staff 4
revealed that additional electrode pads were not
available and had to be ordered.

Review of the facility's preventative maintenance
test results on 2/21/13 at 1:10 pm revealed the
facility's medical equipment was tested on
11/30/12. However, the suction machine and the
AED machine were not tested at this time.

.09(A) .08 Emergency Services

A. Basic Life Support. Licensed personnel
employed by the facility shall have certification in
basic life support. A licensed staff individual
trained in basic life support shall be on duty
whenever there is a patient in the Facility.

This Regulation is not met as evidenced by:
Based on review of the policy and procedure
manual, review of staff credentialing and
personnel files and interview of the administrator.
it was determined that the administrator failed to
ensure that all licensed staff were certified in
basic life support for three of four licensed staff
reviewed. The findings include:

Review of the policy and procedure manual
revealed, "All licensed personnel employed by the
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A1080| Continued From page 4 A1080

facility shall have a certification in basic life
support.”

Review of staff #1, 2, and 3's credentialing files
revealed no documented evidence that they had
current certification in basic life support.

Interview of the administrator on 2/20/13 at 10:00 L_jj WD € *’I}‘F‘té\
am revealed that staff#1, 2, and 3 A : 1) 0AY
did not have current certification in basic life PN Ladeny ront aa
support. .

D e~ é\.\BQCJOL(’\'

A1280 .11 (B)(1) .11 Pharmaceutical Services A1280

B. Administration of Drugs. : Nerse S Ve Seua
(1) Staff shall prepare and administer drugs Veede

according to established policies and acceptable e S S PN
standards of practice. DT cerNyena AL N

TN W N AN
This Regulation is not met as evidenced by: ' o L. eeend
Based on an observational tour of the facility and A Wt s, Mt 3

| interview of Staff #4, it was determined that the o

agency staff failed to i_dent[fy and discard expired e S Noe e "‘3"\"‘:“{}‘ _ \n_\
medications. The findings include: 1.3\, & O Qs e =S
During a tour of the facility on 2/19/13 at 2:00 pm,
the following expired medication was observed in (e Nier Svencs
the emergency cart: N 'K_‘(P:*\Q:}\ REWESWAS | DY
a. Sadium bicarbonate (used for cardiopulmonary . A~
resuscitation), 2 vials, expired 2/1/13. e Wee~ SRR NEN

The following expired medication was located in — ok NAPTQ TR STIRN
the refrigerator: SEREN S

a. Methergine (used to control excessive bleeding
following childbirth and spontaneous or elective
abortion), 1 box, expired 1/13.

Interview of Staff #4 on 2/19/13 at 2:00 pm
revealed that the staff failed to identify and
discard the expired medications.

OHCQ
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A14301 .13 (B)(5) .13 Medical Records A1430
(5) Discharge diagnosis.
This Regulation is not met as evidenced by: T2 é\\){‘f\tf SR *‘:\{\"“5'-‘"5"-’
Based on patient medical record review and i y s
interview of the administrator, it was determined ocQ &> Cae Q"’*\“"“ bl
that the administrator failed to ensure that the ] Ak ey
patient's medical records included a discharge SRy BRI S pe iy i
diagnosis for five of five patient records reviewed. .
The findings include: c & ?‘““5\““"“\ & st
. . g - -y CodX e
Review of Patients A, B, C, D and E's medical A\ I Rl T _
records revealed there was no evidence that a e letrmed Soewn el e &
discharge diagnosis was documented in the s Refek L\ G
medical records. (Rt OICC L B wey e
Interview of the administrator on 2/20713 at 10:00 RS
am confirmed that a discharge diagnosis was not Vyed N peNw~y T
documented in the patient medical records. s By 0 OREC L,
i . e S:S'T\‘td‘ OQ%
A1510| .15 (A) .15 Physical Environment A1510 | N pesticien
; ” s Qs NN
A. The administrator shall ensure that the facility s \i: ~
has a safe, functional, and sanitary environment Qf <al Re VLT
for the provision of surgical services. N
. et Nre \e S8 s WesR
o SO \Rmel  Se Kng
This Regulation is not met as evidenced by: =y TR .
Based on observation of surgical instrument ediceN Tecord wC
reprocessing and interview of Staff #4, it was o S \
determined that the administrator failed to ensure CCOMAY TN e
adequate surgical instrument reprocessing in c)\\ NSy C\\ i B85
order to maintain a sanitary environment for the _ =
provision of surgical services. Sew  aNestNment R\
The findings include;
1. Observation of surgical instrument
reprocessing on 2/19/13 at 2:00 pm revealed that
surgical instruments were placed in small and
|
OHCQ
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A1510| Continued From page 6 A1510 L\\é\\‘L\L\\F\ Ve hoaandaan
medium sized peel packs (packaging used to e SO\
sterilize pieces of surgical equipment) and towel ey e Nredx. Qese! ™
Wraps in preparation to be placed in the autoclave ) o QS onak o
machine (machine used for sterilization). Monetoaead on ST
Interview of Staff #4 on 2/19/13 at 2:00 pm Lrutel feAl @ Su e ety
revealed that steam indicator strips were not .
placed inside the small or medium sized peel RN Ry e
packs, or inside the towel wrapped surgical SRk
instruments when the surgical instruments were Ul e~ O 0 Q¥ el
sterilized in the autoclave machine, A ol ]
tis essential to put a steam indicator strip inside 38 aOR - Qe C}‘Q NN
each peel pack towel wrap to ensure adequate 3 ~
sterilization of the surgical instruments. Mee HedscaN (‘x AR 1
2. Observation of surgical instrument NN SR
reprocessing on 2/19/13 at 2:00 pm revealed that
surgical instruments were soaking in a bin located . i R .
in procedure room 2. The bin contained Cidex - e Dy s
Plus 28 day Solution (a detergent used for high ‘. L Tenhe
' level disinfection of surgical instruments). |\ dtaener  SWaes WS o,
Review of the manufacturer's instructions for C L e OF LTI
Cidex Plus 28 day Solution revealed, "Solution REEY  TTRAS SR
can be reused for a period not to exceed 28 days Neg SN r N~ cOORNeA
provided the required conditions of 3 ) )
J glutaraldehyde concentration, pH, a_nd NG NP O SRteos SREN\EEN
temperature exist based upon maonitoring )
described in Directions for Use within this insert. NS wceRas = Ggr We wul
DO NOT rely solely on days in use. Efficacy of _ \
this product during its use-life must be verified by ANAVEY CANVEN T
the CIDEX PLUS Solution Test Strips to
determine that the solution is above the minimum s B
| effective concentration (MEC) of 2.1% R N T S NGy
glutaraldehyde1...Test the solution prier to each CharR NCSW
use to assure that the glutaraldehyde1 Vo CORN < 5
concentration is above its MEC. CIDEX PLUS
Solution Test Strips must be used for
this purpose."
Interview of Staff #4 on 2/19/13 at 2:00 pm
revealed that the Cidex Plus 28 day Solution is
not tested with CIDEX PLUS Solution Test Strips
OHCQ
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A1510| Continued From page 7 A1510 1. \WOe cow N\ sr
prior to each use, )
: S CA N V.
TN Do PRl e W l;)«_)\b
s N t‘&\*c‘mb W Ot~
-— - . s o~
s (y\}\% r\)\\.ﬁ_s ey
SN RS-
OHCQ
STATE FORM o4 LFaR11

If continuation sheet 8 of &



Addendum to POC submitted 4/15/13 - SA 000009

TAG A980

Scope of deficiency: After evaluation the management team determined that the
scope of the deficiency was limited. Al staff and been trained on the location of
the AED and what it was used for, but some staff had not actually been trained
on how to use it.

Process Changes: All employees will participate in annual training on the use of
emergency equipment. All new employees will have training on the use of
emergency equipment upon hire.

Quality Indicators: Training records will be monitored by Compliance Office,
Office Manager, District Manager and the Administrator to ensure continued
participation in training on the use of emergency equipment.

TAG A1000

Scope of deficiency: After evaluation the management team determined that the
scope of the deficiency was limited. Although almost all of the medical
equipment was properly inspected by a biomedical technician and in good
working order, the tracheal suction machine was not inspected, and the AED
battery had lost charge. The AED battery is reported by the manufacturer to last
for two years. Nevertheless, the AED battery lost charge in only two months and
would not recharge.

Process Changes: The Compliance Officer, Office Manager, District Manager
and the Administrator along with staff RN's will monitor the AED. When a low
battery indicator light is lit, a new battery will be ordered. The Office Manager,
District Manager and the Administrator will assure that the AED and tracheal
suction machine are annually inspected by a biomed technician.

Quality Indicators: The battery indicator light on the AED will provide a quality
indicator as to whether the battery is properly charged. The biomedical
technician will provide an inspection sticker to be placed directly on the machine
to serve as a quality indicator that the equipment has been inspected and
certified to be in proper working order.

TAG A1080

Scope of Deficiency: After evaluation the management team determined that the
scope of the deficiency was limited. All licensed staff did have proper basic life
support certification and training. However, three licensed staff members
certifications were past their expiration date.

Quality Indicators: Current, valid, non-expired certifications will serve as the
quality indicator for each licensed staff member that they possess proper, valid
certification in basic life support.



TAG A1280

Scope of Deficiency: After evaluation the management team detemmined that
the scope of the deficiency was limited to only two instances of expired
medications and both instances were very recent. The two instances include:
two vials of sodium bicarbonate were 18 days past their expiration date, and one
box of methergine was 37 days past its expiration date.

Quality Indicators: The expiration date put on the medication by the
manufacturer will serve as a quality indicator for the medication that the
medication has not expired. It is the responsibility of the Office Manager to
routinely check the expiration dates of all medications in the facility.

TAG A1430

Quality Indicator: The recovery room record form shall contain a documented
discharge diagnosis. The approval of the DHMH of the preprinted forms
containing a discharge diagnosis shall serve as a quality indicator that these
forms are acceptable to DHMH, and that the corrective taken was sufficient and
acceptable. The Office Manager will be responsible for ensuring that these
approved forms are properly utilized.

TAG A1510

Quality Indicator: The color of the steam indicator test strips placed in the
autoclaved instruments shall serve as a colorimetric quality indicator that the
autoclave is properly sterilizing instruments. These steam indicator strips are in
addition to the steam sterilization indicator tape which we also use and which
changes color upon sterilization and can also serve as a second colorimetric
quality indicator that the instruments are properly sterilized.

The color of the cidex plus solution test strips shall serve as a colorimetric quality
indicator that the efficacy of the cidex plus solution is verified.

The Office Manager and nurses shall be responsible for checking the color of the
steam indicator test strips and cidex plus solution test strips upon each use to
confirm that the instruments are sterile and that the cidex plus cold sterilization is
effective.

Administratt;;? Date
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STATE OF MARYLAND

E

Maryland Department of Health and Mental Hygiene
Office of Health Care Quality

Spring Grove Center * Bland Bryant Building

55 Wade Avenue ° Catonsville, Maryland 21228-4663

Martin O'Malley, Governor — Anthony G. Brown, Lt. Governor — Joshua M. Sharfstein, M.D., Secretary

May 7, 2013

Associates in OB/GYN Care, LLC
3506 N. Calvert Street, Suite 110
Baltimore, MD 21218

RE: ACCEPTABLE PLAN OF CORRECTION
Dear

We have reviewed and accepted the Plan of Correction submitted as a result of an initial survey
completed at your facility on February 21, 2013.

Please be advised that an unannounced follow-up visit may occur prior to the standard survey
to ensure continual compliance.

If there are any questions concerning this notice, please contact this Office at 410-402-8040.

Sincerely,

Barbara Fagan, Program Manager
Ambulatory Care Programs
Office of Health Care Quality

Toll Free 1-877-4AMD-DHMH = TTY for Disabled — Maryland Relay Service 1-800-735-2258
Web Site: www.dhmh.maryland.gov



