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TQ00 12 VAC 6- 412 Initial comments T000
An unannounced Licensure Blennial survey was
, conductsd on July 8, 9 and 11, 2014, Two Medical
Facliites Inspectors from the Office of Licensure
and Certification, Virginia Department of Haalth
conducted the survey.
The agency was not .n compllance with 12 VAC-
412 Regulations for the Licensure of Abortion
Clinics, {Effactive 08/20/2013)
TOG0 12 VAC 5-412-170 A Personnel T08D T 060 Response.

A Each abortion facility shall have a staff that is
adequalely frained and capable of providing
appropriate service and supervision to patients.
The facility sha| develop, implement and
maintein po icies and procedures to ensurs and
document appropniate steffing by licensed
clinicians based on ths leval, Intenslly. and 8cope
of services provided.

This RULE: is riot met as evidenced by:

Based on a review of personnel records,
observation, and staff intarview, it wes determuned
that the agency failed to have a staff that s
capable of providing approriate service and
Supervision to patients

The findings included.

Areview of seven (7) personnel records was done
dunng the survey, and the job descriptions of each
employes was reviewed, Employass #4 and #8
had the job description of "Health Center Assistant
3" (HCA), and the duties for this position were
raviewad. Thens were no listed duties for the
handling or the administration of any medications
The qualifications for the position included the
minlmum of a high school diploma and experience
as a "CMA" (Centifed Medical Assistant) or six ()]

As of the days of the inspection,
July 8 through 11, 2014, HCAs
no longer have access to or will
handle medications of any type
whether giving a dose to a
patient or doing Inventory
relative to an abortion. In order
to prevent a reoccurrence of
this, job descriptions for HCAs
shall be revised to note that this
position does not handle any
abortion medications up to and
including narcotics. Also, the
clinician will monitor HCA(s) on
procedure days to ensure no
medications are handled in
order to maintain compliance.
While HCAs no longer handle
medications, the revised Job
Description will be completed
and in place by August 8, 2014,

08.08.14]
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monihs medical experiencs pius a minimum of
ane {1) year of cantinuous service with the
agancy. Thera Is no requiremant that the
employee be a licansed madical professional.
The Certified Meclical Assistant credentisl
represents a medical assistant who has been
credantialed Yrough the Certifying Board of the
American Assoclation of Mediesal Asalstants. This
is saparate from licensure through the Virginia
Department of Health Professions, which does not
offer certification for Medicat Assistants.
Asyiglcal abortion procedure wes observed on
July 11, 2014 at approximately 8:45 a.m. Priorto
the procedure Patient #22 was given Ativan (a
Controlied Substancs Class IV) by Staff #2, an
HCA, wha is also a Certified Nursing Assistant
{CNA). The physician was not present.
An Interview was conducted with Staff #1 on July Relative to the narcotic counts, itis  Done
"h?“ ";‘;‘”‘"”"‘”’, “3 200 ""“m"“"' asked now the duty of the LPN to count
gmfw&ﬂn H%AM mwm narcotics during procedure days.
interview took piace with Stalf #1 gn July 11, 2014 The Lead Clinician will ensure this
8t 10:30 &:m. and Staff #1 was asked about who policy continues going forward.
has aocess to the agency’s medications. Staff #1 The job description for the HCAs
slatad that the HCA has access fo the has already been revised to state
medications. that narcotics will not be handled by
HCAs.
Mlnnmzm was conducted with Staff #2 on July
11, 2074 at 10:40 a.m, Staff #2 wag ashed about
who does the narcolics counts and Staff #2 Relative to train!ng records in
repiied, "Me and the LPN (Licensed Practical personnel files, it shall be the duty
Nurse)". Staff #2 wasa asked about what training of the Health Center Manager to
he/she hed in medication administration, and Staf? maintain these records to include
#2 stated thet he/she was trained by the LPN and these tralnings to prevent a
the Nursa Practitioner (NP), and that the NP had recurrence of files not being
signed 0:: f:‘;d h';?'g:g- Nﬂﬂ;’% of o‘:“s'urm. complete. The Regional Director
raining o PRrsonne: e shall inspect such records on an
Stafl #2 ;‘Immm """‘:"c"“ on-going visit basis to maintain
m o | compliance. This is now In place.
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T 060 | Continued From Page 2

medications, and Staff #2 replied, "no", Staff #2
stated that normally a CNA wouid not give
medications, but that he/she received.training at
Planned Parenthood to include injections for
Guardasii (a vaccine for the Human
Papillomavirus) and Depo Provera (a Progestin
birth control). Staff #2 stressed that he/she was
hired as an HCA, not as a CNA.,

An interview was conducted with Staff #4 on July
11,2014 at 10:50 a.m. Staff #4 was asked about
who pulis Ativan, and Staff #4 replied that the NP
and LPN do. Staff #4 stated that he/she does not.
Staff #4 was asked about whether he/shae gave
medications. Staff #4 stated that he/she did not
normally give medications, but has done so
"maybe once ¢r twice"and that he/she has had
training to do so at Pianned Parenthood. When
asked which medications he/she has given,
he/she replied that they included Ibuprofen (a
nonsteroidal anti-inflammatory drug used to treat
pain and inflammation), Lorazepam (Ativan, a
Controlled Substance Ciass iV benzadiazepine
used to treat anxiety), and Azithromycin (a
Macroiide Antibiotic used as a prevention of
infaction). Staff #4 stated that he/she Is just a
back up person, and that he/she does not
nomnally give medications.

T 170 12 VAC 5-412-220 B Infaction prevention

B. Written infection prevention policies and
procedures shall include, but not be limited to:

1. Procedures for screening incoming patients
and visitors for acute infectious ilinesses and
applying appropriate measures to prevent
transmission of community acquired infection
within the faciiity;

2. Training of all personnei in proper infection
prevention techniques,

T 060

T 170 Response: 08.22.14

T170
Relative to incorrect hand-
washing techniques, there
will be a review of training for
hand washing. Proper hand-
washing technique posters
are in the washing area and
in each procedure room.
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3. Correct hand-washing technique, including gm%ed.u rbe E’vom for, samtlﬁ ing
indications for use of soap and water and use of QNEs nbelwesn 9lovelenanges.
alcohokbased hand rubs: In order to prevent a recurrence,
4. Use of standard precautions; the Lead Clinician and/or Regional
5. Compliance with blood-boume pathogen Director wili review with staff
requirements of the U.8. Occupational Safety & involved the Infection Prevention
Heaith Administration, Manual section regarding this. in
6. Use of personal protective equipment; order to maintain compliance, the
7. Usa of safe injection practices; staff will monitor one another during
8. Plans for annual retrai:gng of all personnel in the actual procedures with a report
infaction prevention mathods; .
8. Procedures for monitoring staff adherence to to the HCM should any issue be
recommended infection prevention practices; noticed as that could be addressed
and by the Lead Clinician and/or
10. Procedures for documenting annual Regional Director. This course of
retraining of all staff in racommended infection action will begin by August 22,
prevention practices. 2014.
This RULE: is not met as evidenced by: Relative to the use of sterile gloves,
Based on observation, a review of The Nationai clinicians will begin use of same for
Center for Biotechnoiogy Information website abortion procedures, as stated in
(www.ncbl.nim.nih.gov), observetion, and staff the WHO, Safe Abortion. 2™
interview, the agency falied to comply with correct - g =
hand-washing techniques. Edition guidelines. These will be
ordered in required sizes and in
The findings Included: place for use by August 22, 2014.
In order to correct this deficiency,
On July 11, 2014 at 9:45 a.m, Patient #22 was the Medical Standards &
observed in the procedure room for a surgical Guidelines will be amended to
:::r:(: nzttif::s#:r:::!s gﬁ%ﬂmﬁﬁﬁe reflect the use of sterile gloves for a
Staff #5 donned non-steriie gloves and performed Sl.lrglcal abortion. The '3‘?9.'°"a'.
a pelvic exam and then the gloves were removed. Director a,"‘?’ o L,ead Clinician will
No hand hygeine was done, Another pair of ensure this is being followed when
non-sterile gloves were donned by staff #5 and the site visits are made to prevent
abortion was performed using sterile instruments. recurrence.
Faiiowing the procedure Staff #5 removed the
gloves and did not perform hand hygeine.
Ancther palr of non-sterile gloves were donned for
the ultrasaund. Foilowing the ultrasound Staff #5
left the room carrying the products of conception
STATE FORM od1h NOS5R11 If continuation shest 4 of 8
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T170 Continued From Page 4 ' T170

to the anteroom. Hand hygeine was not observed.
According to The World Health Organization, Safe
Abortion, 2nd edition, Technical and Policy
Guidance for Health Systems; 2012,
(http:/iwww.ncbi.nim.nih.goviboaks/NBK138196/),
"Aiil staff should wash their hands thoroughly
before and after coming Into contact with the
woman, as well as immediataly foilowing any
contact with blood, body fluids or mucous
membranes. High-lével disinfected or sterile
gioves should be wom and replaced between
contacts with different patiants and between
vaginal (or rectai) examinations of the same
woman. After compieting the care of one woman
and removing gloves, the health-care provider
shouid always wash thair hands, as gloves may
have undetacted hoies in them."

An Interview was conducted with Staff #1 on July
11, 2014 at 10:30 a.m. Stafi#1 was asked about
the expectations of the agency for sterile gloves
during procedures. Staff #1 stated that the
agency uses sterile instruments, but does not
require physicians to use steriie gloves for
procedures.

T265 12 VAC 5-412-260 AAdministration, storageand | T 268 T 265 Response: 08.08.14
dispensing of dru

A. Controlled substances, as defined in | As of the days of the

54.1-3401 of the Drug Gontrol Act of the Coda of inspection' July 8 through 11 ,
Virginia, shall be stored, administered and
dispensed in accordance with federal and state 2014' HCAs no Ionger have

laws. The dlspensing of drugs, excluding access to or will handle

manufacturers’ samples, shall be in accardance medications of an e
with Chapter 33 of Title 54.1 of the Code of 8 y typ

Virginia, Regulations Governing the Practice of Wh.ether gIVIr_lg a. dosetoa
Pharmacy (18 VAC 110-30). patlent or domg mventory

This RULE: Is not met s evidenced by relative to an abortion. In
5 n e 5
Based on a staff interview, observation, end a order to prevent a

STATE FORM : ame NOSR11 ¥ continuation sheet 5 of B
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review of the Drug Controi Act of the Code of ;eocqu rr.ence of thls’ JOb
Virginia, it was determined that the agency failed escriptions for HCAs shall
1o ensure that controlled substances be be revised to note that this
:;‘:‘r';‘f:"::&";‘lg‘;ge"”" in accordanca with position does not handle any

abortion medications up to
The findings included: and including narcotics.
An Interview was condycted with Staff #1 on July ﬁléz' the clinician will monitor
11, 2014 at 10:30 a.m. Staff #1 was asked about (s) on procedure days to
whifcfh#staﬁ merrt;?er; a; narcotics cl;:hums and ensure no medications are
Staff #1 stated that Staff #2, a Heaith Center A . .
Assistant 3 (HCA) and a clinician do the counts. handle.d in order t 0 maintain
When asked who the clinicians are, Staff #1 compliance. While HCAs no
stated that it is the Nurse Tacﬁtio‘;;r (NP)ora longer handle medications,
Licansed Practicai Nurse (LPN). When asked the revi T
who pulis narcotics, Staff #1 stated that Staff #2 ill b ised Job Desc".ptlon
often does this with another clinician. will be completed and in

place by August 8, 2014.
On Juiy 11, 2014 at approximately 8:30 a.m. Staff
#2 was observed giving a Controiled Substance
Ciass iV (Ativan) to Patient #22. Staff #2 is an
HCA and is aiso a CNA (Certified Nursing
Assistant).
A review of the Drug Control Act of the Code of
Virginia reveaied no circumstance when an
unlicensed person working in a medicai faciliity
shall count or administer narcotic or non-narcotic
medications. The review reveaied no
circumstance when a Certified Nursing Assistant
working in a medical faciliity shall count or
administer non-narcotic or narcotic medications.

T295 12 VAC 5-412-280 Emergency equipment and T 206

suppiies T 295 Response: 02050
An abortion facility shail maintain medical : . . . ,
equipment, supplies and drugs appropriate and Relative FO thl_s’ Lidocaine will
adequate to manage potentiai emergencies be contained in the
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based on the level, scope and intensity of
services provided. Such medical equipment,
supplies and drugs shaii be determined by the
physician and shall be consistent with the current
edition of American Heart Assoclation's
Guidelines for Advanced Cardiovascular Life
Suppart. Drugs shail include, at a minimum,
those to treat the following conditions:

1. Cardiopuimonary arrest;

2. Seizure;

3. Respiratory distress;

4. Allergic reactions;

§. Narcotic toxicity;

6. Hypovolemic shock; and

7. Vasovagal shock.

This RULE: is not met as avidenced by:

Based on observation; staff interview, and a
review of the Amarican Heart Association’s
Guidelines for Advanced Cardiovascular Life
Support, it was determined that the agency failed
to include the required medications for emergency
situations.

The findings included:

Ataur of the agency was done on July 8, 2014 at
approximately 1:00 p.m. The emergency medical
equipment and medications were observed in the
recovery room and it was found that there was no
Lidocaing or Amiodarene in the kit. The agency
did have Epinephrine (a vasopressor) in its kit.

An interview was conducted with Staff #1 about
the contents of the emergency medications kit on
July 11, 2014 at 10:30 a.m. Staff #1 was informed
of the requirement to have either Lidocalne or
Amiodarone.

A review of the current edition of American Heart
Association's Guidelines for Advanced

Emergency Box as of August
8, 2014. In order to prevent
this occurring in the future,
the Emergency Box Inventory
will be changed by August
22, 2014 to reflect the
addition of this item and the
clinician at this site will
monitor the inventory and the
box to maintain compliance.
In order to maintain
compliance, the Lead
Clinician will monitor the
Emergency Box and
Inventory for same during site
visits.

031100
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Cardiovascular Life Support (ACLS) revealed that
either Amiodarone or Lidocaine (anti-arrhythmic
aiternative drug to Amiedarone, which is the first
line drug) are required in order to treat a cardiac
emergency. Both drugs are used to treat life
threatening heart rhythms. Aithough the agency
has Epinephrine on hand, it does not have the
same effect as Amiodarone or Lidocaine.
Epinephrine is used for its potent vasoconstrictive
effects and for its abiiity to increasa cardiac
output, but not for the reversai of a heart rhythm,
In ACLS, Lidocaine is used intravenausly for the
treatment of ventricular arthythmias. Amiodarone
is an antiarrhythmic that is used to treat both

. supraventricular arrhythmias and ventricular

+ arrthythmias. Either Lidocaine or Amlodarone are
needed should a patient suffer from ventricular
tachycardia or ventricular fibriliation. (Source:
hitp:/facis-aigorithms.com/)
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