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L 000 Initial Comments L 000

An on-site, unannounced allegation survey was
conducted at this facility from 01/30/13 - ) )

01/31/13. Complaint MOD0082878. E - A
A state licensure inspection was conducied in
conjunction with the allegation survey.

‘The compiaint (MO00082879) was found lo be
unsubstantiated. |

Deficiencies as a result of the licensing inspection |’
are as follows: ’

L1111] 18 CSR 30-30.060({ 1}(A}8) The goveming body L1111
shall ensure that

The goveming body shall ensure that the abortion
facility abides by all applicable state and faderal
laws.

review of the state statute, the facility falled to
peifarm periodic Employee Disqualification List
{EDL) checks on three of three employee
personnel files reviewed. The facility does an
average of 340 cases per month. On the first day
of the inspection there were 25 scheduled cases,

Findings included:

1. EDL checking requirements are as follows:
Section 660.315. RSMo

Entities required to check the EDL:

1. Licensed as opoerator under Chapier 198;
2. Provides in-home services under contract

with the department;
3. Temporary nurse staffing agencies;

3 ‘—h e g
JUE———— - .
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L 000y 1nitial Comments L 000

An on-site, unannounced aliegation survey was
conducted at this facility from 01/30/13 -
01/31/13. Complaint MO00082878.

A state licensure inspection was conducted in
conjunction with the allegation survey.

The complaint (MO00082879) was found to be
unsubstantiated.

Deficiencies as a result of the licensing inspection
are as follows:

L3111] 19 CSR 30-30.060(1)(A)(8) The governing body | L1111
shall ensure that

The governing body shall ensure that the abortion
facility abides by all applicable state and federal
laws.

This regutation_is not met as evidenced by:
Based on empioyee personnel file review, and
review of the state statute, the facility failed to
perform periodic Employee Disqualification List
(EDL) checks on three of three employee
personnel files reviewed. The facility does an
average of 340 cases per month. On the first day
of the inspection there were 25 scheduled cases.

Findings included:

1, EDL checking requirements are as follows:
Section 660.315, RSMo

Entities required to check the EDL:

1. Licensed as operator under Chapter 198;
2. Provides in-home services under contract

with the department;
3. Temporary nurse staffing agencies,
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4. Licensed under Chapter 187 (hospitals,
ambulatory surgical centers, hospices, home
health agencies); and

5. Pubilic or private facility, day program,
residential facility or specialized service operated,
funded or licensed by the department of mental
health,

Under Seciion 560.315, these entities
Mumgj_p d from knowingly hiring & person, for any
type of position, whase name appears on the
EDL. These enfities must, &t a minimum, check_

the latest E he website afier Sepiember of |

2005) with updates before hirnng-any person for
any job.

2. During an interview on 01/31/13 at 10:05 AM,
Staff C, Vice President of Human Resources,
stated that the facility did not do EDL checks for
any of the staff currently working in the faciiity.

19 CSR 30-30.060{1){B)(8) The faciiity shall
establish a program

The facility shall estabiish a program for
identifying and preventing infections and for
maintaining a safe environment. Infectious and
pathological wastes shall be segregated from
other wastes at the point of generation and shall
be placed in distinctive, clearly marked,
leak-proof containers or plastic bags appropriate
for the characteristics of the infectious wastes.
Containers for infectious waste shall be identified
with the universal biological hazard symbol. All
packaging shall maintain its integrity during
storage and transport.

This regulation_is not met as evidenced by.

Based on observation, interview, policy review,

L1111

L1128
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and review of nationally recoghized standards of
practice, the facility failed 1o: :

-Ensure single use medications were discarded
after use on each patient (used for multiple
patients);

-Ensure expired medications were available for
patient use;

-Date multi-dose vials when they are opened;
-Ensure expired items were not available for
patient use;

-Ensure a sanitary environment was preserved by
failure to replace worn, rusted or deteriorating
equipment with functional easily cleanable
surfaces that will not harbor and transmit
infections in three of three Procedure Rooms;
and

-Ensure the facility was free of dust/debris in
three of three Procedure Rooms, the storage
room and supply room.

The facility does an average of 340 cases per
month. On the first day of the survey there were
25 scheduled cases.

—--ﬁ Findings included:

1. Record review of the Centers for Disease
Controt and Prevention (CDC) Guide to infection
Prevention for Outpatient Settings: Minimum
Expectations for Safe Care, dated 05/11, showed
the following:

- Do not administer medications from single-dose
or single-use vials, ampoules, or bags or botties
of intravenous solution to more than one patient.

2. Observation on 01/30/13 at 11:05 AM of the
narcofic cabinet showed one opened 50
millimeter (m!) single dose vial of Fentanyl (pain
medication) dated as opened on 11/27/13 with
initials of the nurse who had opened the vial. The
label on the medication stated, "single dose -

Missouri Depariment of Health and Senior Services
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Continued From page 3
destroy unused contents, preservative freg".

3. During an interview on 01/30/13, at the fime of
the observation, Staff K, Clinical Manager stated
that the vials were used for more than ohe patient
due to a shortage of the medication and the
amount of waste that would result if the vial was
disposed of after one use.

4, During an inferview on 01/30/13 at 4:00 PM,
Staff A, Vice President of Patient Services stated
that the facility did not have a policy specific fo
single dose medication.

5. Review of the facility's policy titled,
"Pharmaceutical Services", revised 12/12/12
shows: )

-At least monthly, supervisory staff shouid review
the inventory to ensure that stock was being
properly rotated and had not expired in all
pharmaceutical storage areas;

-Expired inventory must be removed from active
stock.

8. Observation on 01/30/13 at 8:30 AM of
emergency supplies in Procedure Room #1
showed:

-One bag of Lactated Ringer (IV solution), expired
12/12.

7. During an interview on 01/30/13 af 9:45 AM,
Physician D, Medical Director stated that
medications and supplies were checked monthiy
by facility staff.

8. Observation on 01/30/13 at 10:11 AM of a
cabinet in Procedure Room #2 showed:

~-One box of ammeonia inhalant (used to prevent
or treat fainting), three count, expired 05/10.

L1128
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9. Observation on 01/30/13 at 10:45 AM of the
narcotic cabinet behind the nursing station
showed:

-Nine vials of Valium (medication used for
sedation), expired 12/01/12;

-Eighteen vials of Naloxone Hydrochloride {used
to counter the effects of a narcotic overdose),
expired 10/12; and

-Two 50% Dextrose (glucose) injectables, expired
08/12.

10. Observation on 01/30/13 at 11:10 AM of the
emergency medications localed in the
pre-cperative area showed:

-One bag of Lactated Ringer expired 12/12.

11. During an interview on 01/30/13 at 11:15 AM,
Staff K stated that nursing staff checked for
expired medications weekly. (Note that this
confiicts with Physician D's interview above, in
regard to how frequently medications are
checked).

12. During an interview on 01/31/13 at 10:45 AM,
Staff A stated that nursing staff were responsible
for checking monthly for expired medications.

13. Record review of the Centers of Disease
Control and Prevention (CDC) recommendations
for mulii-dose vials, dated 02/09/11 showed:

- When should multi-dose vials be discarded?
Medication vials should always be discarded
whenever sterility is compromised or
questionable.

in addition, the United States Pharmacopeia
(USP) General Chapter 797 [16] recommends the
following for multi-dose vials of sterile
pharmaceuticals:

- if a multi-dose has been opened or accessed
(e.g., needle-punctured) the vial shouid be dated

L

1128
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and discarded within 28 days uniess the
manufacturer specifies a different (shorter or
longer) date for that opened vial.

- If a mulii-dose vial has not been opened or
accessed (e.g., needle-punciured), it should be
discarded according to the manufacturer's
expiration date.

The manufacturer's expiration date refers to the
date after which an unopened multi-dose vial
should not be used. The beyond-use-date refers
fo the date after which an opened multi-dose vial
should not be used. The beyond-use-date should
never exceed the manufacturer's original
expiration date.

14. Review of the {acility's policy titied,
"Pharmaceutical Services", revised 12/12/12
showed:

-If a multi-dose vial has heen opened or
accessed (e.g., needle-punctured) the vial must
be dated and discarded in accordance with
manufacturer's instructions and state/locat
regulations.

15. Observation on 01/30/13 at 9:25 AM of
Procedure Room #1 showed one opened
multi-dose vial of Lidocaine with no date to show
when the vial was opened.

During an interview on 01/30/13, at the time of
the observation, Staff L, Registered Nurse (RN)
stated that she had just opened the vial that
morning and she would discard it at the end of
the day.

16. Review of the faciiity's policy titled, "Medical
Equipment and Supplies”, showed:

-Supplies are checked regularly by the assigned
staff, rotated to ensure oldest used first, and;
-Expired supplies were removed from the active
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stock.

17. Observation on §1/30/13 at 10:35 AM of the
supply room showed:

-Three boxes of surgical gloves, expired 11/05;
-One box of surgical gloves, expired 01/07, and;
-Three postpartum balloons {used to control or
reduce postpartum [occurring in the period shorily
after childbirth] hemorrhage), expired 12/10,
12/11, and 01/12.

18. During an interview on 01/31/13 at 10:45 AM,
Staff A stated that the policy needed fo include
the frequency that supplies were checked.

19. Review of the Association of Perioperative
Registered Nurses (AORN) Standards and
Recommended Practices, "Environmental
Cieaning", dated 2012, Recommendation }i
showed, "A safe, clean environment should be
reestabiished after each surgical procedure.
Routine cleaning and disinfection reduces the
amount of dust, organic debris (debris in the
environment) and microbial load (number and
type of microorganisms contaminating an object)
in the environment, Following scientifically based
recommendations for cleaning and disinfection
practice in health care organizations helps to
reduce infections associated with contaminated
itemns".

20. Review of the facility's policy titled, "Cleaning,
Disinfection and Sterilization”, revised 04/08
showed:

-Thoroughly ciean all surfaces that are being
used in patient care areas. and;

-All areas of the clinic should be kept ciean and
free from excess clutter.

21. Observation on 01/30/13 at 9:30 AM of
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Procedure Room #1 showed:
? -One ceiling air vent that had copious amounts of
visible dust/dirt;
-One table with rusted casiors (uncleanable
surface);
-One stool with rust which was covered with clear
tape (uncleanable surface);
-One plastic bin which contained emergency
supplies was covered with dust;
-One plastic bin which contained intravenous
(IViinserted into a blood vein) solution was
covered with dust; and
~-One oxygen tank with adhesive residue
(uncleanable surface).

During an interview on 01/30/13 at 2:40 AM,
Physician D, Medical Director acknowledged the
dust on the plastic bins and stated that staff
should have noticed when checking the
emergency supplies.

« |1 22. Observation on 01/30/13 at 10:11 AM of
"'“"> Procedure Room #2 showed:

" { -One ceiling air vent that had copious amounts of
visible dust/dirt;-

-One IV pole with rusted castors;

-One tabie with rusted castors;

-One oxygen tank with rust and tape residue;
-One suction machine with rust on the kick plates;
-One plastic bin containing emergency supplies
was covered with dust; and

-One stool with rust which was covered with clear
tape.

23. Observation on 01/30/13 at 10:25 AM of
—> | Procedure Room #3 showed:

-Rust on the base of the procedure table;
-One IV pole with rusted casiors;
-One table with rusted castors;
-One oxygen tank with tape residue;

Missouri Department of Health and Senior Services
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-One suction machine with rust on the sides; and
-Two plastic bins coniaining emergency supplies
were covered with dust.

24. Observation on 01/30/13 at 10:35 AM of the
storage room showed:

-One ceiling air vent with visible dust: and

-The floor in the room which contained eight
oxygen canisters had visible dirt and dust.

25. Observation on 01/30/13 at 10:45 AM of the
supply room showed:
-One suction machine with visible dust.

26. During an interview on 01/31/13 at 10:45 AM,
Staff A stated that the management team was
responsible for spot audits and for checking for
envircnmental issues.

L1170 19 CSR 30-30.060(3)(J) Each abortion facility L1170
shall deveiop

. >, | Each abortion facility shall develop a quality

j assurance program that inciudes ali health and
safety aspects of patient care and shall include a
review of appropriateness of care. Results of the
quality assurance program shall be reviewed at
least quarterly by the administrator, director of
patient care, a representative of the medical staff
and the governing body. The quality assurance
program shall include a review of at least the _
following.
1. Completeness of clinical records;
2. incidence of morbidity and mortality;
3. Intraoperative and postoperative
complications;
4. All cases transferred {0 a hospital;
5. All cases that resulted in a length of stay of
more than twelve (12) hours:
6. Errors in diagnhosis;
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Continued From page 9

7. Problems in compiiance with state and local
laws and regulations; and
B. All cases in which the gestational age was

determined to be beyond eighteen (18) weeks.

This regulation_is not met as evidenced by
Based on intenview-and record review, the facility
failed 1o adequately include in the Quality
Assurance program all cases in which the:
gestafional age was determined to be beyond
eighteen (18) weeks.. The facility does an_.
average 0f 340.cases per month. On the first day
of the survey there were 25 scheduled-cases. -

Findings included:

1. Review of the facility's quarterly Quality
Assurance (QA) log of complications and
occurrences included the gestational age of the

fetus as part of the data, but not all cases greater
than 18 weeks were placed on the report.

2. During an interview on 01/30/13 at 4:45 PM,
Staff A, Vice President of Patient Services
confirmed that a gestational age of 18 weeks is
not by itself considerad a complication or
occurrence, and therefore not all of those cases
are routinely reviewed as part of the QA activities,
only if there were also a complication and/or
occurrence.,

19 CSR 30-30.060(3)(K) The quality assurance
program must show

The quality assurance program must show
evidence of action taken as a resuk of the
identification of the problems.

This ragulation is not met as evidenced by:

L1170

L1171

DEFICIENCY)
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Based on interview and record review, the facility
failed to adequately document action taken as 5
resuit of ongoing Quality Assurance activities.
The facility does an average of 340 cases per
month. On the first day of the survey there were
25 scheduled cases.

Findings included:

1. Review of facility's quarterly Quality Assurance
(QA) committee meeting notes indicated that
while various improvement topics were
discussed, there was no formal evidence
presented o consistently indicate what actions
were taken by the commitiee as a result of
identification of problems.

2. During an interview on 01/30/13 at 3:50 PM
Staff A, Vice President of Patient Services stated
that the QA staff had many years of experience
working together, knew each other well, and
regularly talked about what issues were ongoing,
but formal documentation of action items and the
outcome could be improved.

3. During an interview on 01/30/13 at 4:25 PM,
Staff G, Training and Quaility Sysiems
Coordinator stated that the facility had a
corrective action tracking form that was in report
format that the laboratory staff used for quality
improvement, and the facility was considering
using the same format for non-laboratory
problems, but stated that she could not find any
specific example of the form being used outside
the laboratory. ’

18 CSR 30-30.060{5) Compiaints, Any person
having a complaint

Complaints. Any persons having a complaint

L1171

L1180
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L1180 Continued From page 11

pertaining to the care of a patient rendered by an
abortion facility shall direct the complaint in
writing to the Missouri Department of Health,
Bureau of Hospital Licensing and Certification,
P.O. Box 570, Jefferson City, MO 65102. The
person making the complaint shall be contacted
by the Department of Health within five (5)
working days of receipt of the complaint and the
complaint shall be investigated by the
Department of Health within twenty (20) working
days of receipt of the complaint.

-~5> | This regulation is not met as evidenced by:

e ,E_aSLd—gE_Tmemew. policy review, and review of
' the facility's patient rights document, the facility -
faited 10 provide accurate written notice of patient |
rights to inform patients or their representatives of |
their options of who to contact to file a
grievance/complaint as required. The Ambulatory
Surgical Center does an average of 340 cases
per month. On the first day of the survey there
were 25 scheduled cases,

Findings included:

1. Revisw of the facility’s policy titied, "Client
Services", revised 12/12/12 stated:

-A bill of rights is availabie, either framed and
hanging on the wall, or on the clipboards:

-This specified client's rights and the facility's
obligations;

-For any concerns, it gives a managerial contact
for clients to cail;

-Clients with grievances will be given 1o the
supervisor or manager on duty;

~Shoulid this person not be available or be unable
to resolve the client's issue, the client will be
offered the option to talk with the next managerial
level, and;

-They can do this by cailling that persen's number

Missouri Department of Health and Senior Services
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L1190 | Continued From page 12 L1180

and extension directly or staff can take the client's
name and number and forward it.

2. Review of the faciiity's "Bill of Rights™ that
patients are given prior 1o a procedure, gave
direction for the patient to contact the Health
Center Coordinator or the Director of Surgical
Services, and provided the facility telephone
number,

(Note that the notice of rights failed to state that
patients could report their complaint to the state
agency, failed fo include the state agency
address, and telephone number).

U

——— | 3. Buring an interview on 04/31/13 at 14:00 AM,
) Staff A, Vice President of Patient Services stated
that the facility had not been including/providing
the state agency information (address and
telephone number) in the "Bili of Rights"
document that was presented to patients.

L1252 19 CSR 30-30.070(3)(L) At least two (2) L1252
ABC-type fire extinguishers

Af least two (2) ABC-type fire extinguishers shall
be located in the faciiity, one (1) in the clinical
area;

f—-> This regulation is not met as evidenced by:

Based on observation and interview, the facility
failed to conduct a monthly inspection of the
portable fire extinguishers. This deficient practice
affects all occupants in the facility. The facility
does an average of 340cases per month, On the
first day of the inspection there were 25
scheduled cases.

Findings included:

= | 1. Observation during a tour of the facility

Missouri Department of Health and Senior Services
STATE FORM 5899 SWDT11 o If eontinuation sheet 13 of 14
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conducted on the morning of 01/30/13, showed
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2. During an inferview on 01/30/13 at 2:20 PM,
Staff A, Director of Patient Services stated the
facility staff did not conduct monthly inspections
of the portable fire extinguishers.
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Provider/Supplier

Name: = |Reproductive Health Services / planned Parenthood St. Louis Region & SW MO Survey Date 5'

STREET ADDRESS,

arv,ze, =R |4251 Forest Park Ave, St. Louis MO 63108 1/30- 1/31/13
2600438374

{X1) PROVIDER/SUPPLIER/CLIA INDENTIFICATION NUMBER 17- 9O

The Administrator signing and dating the first pa
approval of the plan of correction being submitted on this form.

ge of the CMS-ZSG?/Statée Form is indicating their

PROVIDER'S PLAN OF CORRECTION : {EACH {X5)
(X4) 1D PREFIX CORRECTIVE ACTION SHOULD BE CROSS- ' COMPLETION
TAG REFERRENCED TO THE APPROPRIATE DEFICIENCY) DATE
A new human resource policy has been initiated to ensure that alt RHS staff, jprior to hiring, will
be checked through the EDL data base. RH5 of PPSLR will not hire 2 person on this list. ln
addition the existing, current staff will be checked against the EDL. {RHS of I{’PSLR has aiready
£1111 registered under the MO State Dept of 55 and is awaiting and log ins}
Attached: New Policy
Person Responsible: VP of Human Resources 3.15.13
: Starting
Monitoring and incorporation into QAPI process: a report of activity will be forwarded to VP w/April ‘13
of Patient Services for incorporation into meeting minuies : meeting
The Pharmaceutical Standards section of the policy and procedure manuat has been updated
L1128 to ensure single use medications are discarded after use on each patient
Attached: New Policy, Page 7
Person Responsible: VP of Patient Services ' 2.27.13
Training of staff: Staff training on this updated policy and procedure will include the nursing
2.27.13

and medical assistant staff.

parson Responsible: Director of surgical Services, Clinical Manager

Monitoring and Incorporation into QAPI process: Training and Quaility Systems Coordinator

First checks wk

will spot check this weekly for the first month and then monthly. A consolidated repert on all jof 3/4 and
Infection Control activities will be shared with the VP of Pt Services and at the COA meeting continuing
The Pharmaceutical Standards section of the policy and procedure manual has been updated
to ensure the multi-dose vials are appropriately dated when they are opened 2.27.13
Attached: New Policy, Page 7 ;
Training of staff: Staff training on this updated policy and procedure will include the nursing
and medical assistant staff 2.27.13
person Responsible: Director of Surgical Services, Clinical Manager

D e

—
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Monitoring and Incorporation into QAP process: Training and Quality Systems Coordinator
will spot check this weekly for the first month and then monthily. A consolidated report on
infection control activities will be shared with the VP of Pt Services and at thelCQA meeting

First checks wk
of 3/4 and
continuing

to ensure that expired medications are not available for patient use. The rev‘ufsion clarifies
dates on which supplies are checked (i.e. the first working clinic session of every month).

The Pharmaceutical Standards section of the policy and procedure manual hai been updated

22713

person Responsible: VP of Patient Services

Training of staff; Staff training on this updated policy and procedure will inctude the nursing
and medical assistant staff :

Attached: policy, page 3

Person Responsibie: Director of surgical Services, Clinical Manager

2.27.13

Monitoring and Incorporation intc QAPI process: Training and Quality Systems Coordinator or
a delegate from the infection control committee will spot check this weekly for the first month first full week
and then monthly. A consolidated report on infection control activities will be shared with the Jof every

and medical assistant staff

VP of Pt Services and at the CQA meeting month
The General Standards section of the poticy and procedure manual has been revised to ensure

that expired items are not avaitable for patient use. The policy is more specific on when items

are checked and how discarded 2.27.13
Person Responsible: VP of Patient Services

Training of staff: Staff training on this updated policy and procedure will include the nursing

Attached: new policy, pages 26 and 27

j2.27.13

person Responsible: Director of surgical Services, Clinical Manager )

a delegate of the Infection Control Committee will check this in the first week of the month.

Monitoring and incorporation into QAPI process: Training and Quality Systems Coordinator or

first full week

Staff Training: Training and Quality Systerns Coordinator and Clinical Manager

A consolidated report on infection control activities will be shared with the VP of Pt Services  jof every
and at the quarterly COA meeting. month
To ensure that a sanitary environment is preserved severa! actions have been taken and are to
be taken:
1} new footstools have been purchased and the old discarded 2.15.13
2} bids have been sought for new berkeleys and new IV poles : 2.13 & 2.25.13
3) the maintenance and cleaning crews are using cleaning products to determine if our
surfaces are easily cleanable or need replacing 2.13-2.28.13
4} for iterns that must be purchased, this will occur 3.15.13
Person Responsible: VP of Patient Services and VP of Finance/Operations :
5) ongoing monitoring of equipment, cleanable surfaces, and their conditign
Person Responsible; procedure room staff and Infection Control Committes ;
3.1.13




Monthty

1) the ait ducts in the procedure rooms and recovery have been cleaned

: starting in
Monitoring: ongoing monthly auditing and checking of equipment and cleanabie surfaces. March '13.
Recommendations for improvements to VP team as indicated. Audits will be shared at CQA  |Reports
quarterly meetings quarterly
To ensure the facility is free of dust/debris throughout the medical area, inc uding procedure
rooms, storage and supply room: -
2.5.13

2) the maintenance dept will check them monthly and clean them as neces;sary

3.5.13 ongoing

3) a new cleaning schedule has been put into effect - procedure room and dti!itv staff clean
their rooms every Tuesday prior to the start of clinic :

2.15.13

4) the cleaning staff witl provide heavy cleaning of the entire clinical area every Monday and
Thursday ;

5} Medical Assistants will rotate responsibility for storage and shared areas’

6} a check list is being designed to ensure all items are addressed

2.27.13

staff Responsible for Cleaning: Medical Assistants and Housekeeping

staff Responsible for Monitoring: Management {rotating) and Infection Control Committee

Tireline for monitoring: weekly checks for first month, then monthly

HTuesdays

The Infection Controt Committee, which was founded in November 2012, invited staff
members to join and will be responsible for: updating the manual, designing audits,
monitoring outcomes, recommending training, setting standards, ensuring incorporation of

first meeting

changes into QAP and reporting to the Clinical Quatity Assurance Committee. All of the week of
above will be monitored by them as well as by those stated above. 3/4/13
staff Responsible: Training and Quality Systemns Coordinator as manager of the committee
Staff Training: For above issues, already stated. For new topics, training will be as indicated
and decided upon by committee
Monitoring and incorporation into QAP process: reports to the Clinical Quality Assurance quarterly
Committee and Medical Director reports
L1170 The Quality Assurance Program will be improved via the following actions::
1) the agenda will be more specific regarding all of the issues identified by regulations 2.6.13
2) the review of patient records will Inciude a new log of all cases in which gestational age is
18 weeks or greater and will show a review by a physician [i.e. the Medical Director) 3.1.13
3) the notes will identify each problem and the accompanying action 1o be taken to resolve |
11171 the problem 12,613
Next QA
meeting in
4) successive notes will address the action taken and the outcome April 2013

5} further action will then be addressed as indicated




staff Responsible: VP of Patient Services, Medical Director, and Training and Quality Systems
Coordinator ‘

Comsmittee Training and Preparedness: was discussed at the 2.6.13 meeting. Follow up with
individual members week of 2.25.13 to ensure actions as decided :

The patient Bill of Rights has been updated with the addition of the address ahd phone
aumber of the MO Department of Health and Senior Services, Bureau of Ambulatory Care. It
is made assessible to patients by being attached clipboards that are given to gvery patient

11180 with their initial paperwork. 2.1.13
Attached: new bill of rights
Staff Responsible: VP of Patient Services
PPSLRSWMO pays to have annual inspections of the fire extinguishers. In adﬁition, the
maintenance staff will now do a monthly inspection of the fire extinguishers ;to ensure the first week of
11252 pressure is correct, they are in working condition, and there is no blockage. March 3/4/13

staff Responsible: Maintenance

Training: none required

once in March,

April, May,
Monitoring to ensure POA Is effective: will be checked for three months by VP of then
tinance/Operations and then spot checked over the next year periodically




PRINTED: 03/21/2013
FORM APPROVED
Missouri Department of Heaith and Senior Services
STATEMENT OF DEFICIENCIES {X1) PROVIDER/SUPPLIER/CLIA {X2) MULTIPLE CONSTRUCTICN (X3} DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: MEA—— COMPLETED
R
MOA-0014 5. NG 03/19/2013
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, Z#P CODE
4251 FOREST PARK AVENUE
REPRODUCTIVE HEALTH SERVICES / PLANNI | gaiNT LOUIS, MO 63108
411D SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION x5)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX {EACH CORRECTIVE ACTION SHOULD BE COMPLETE
TAG REGULATORY OR LSC iDENTIFYING INFORMATION) TAG CROSS-REFERENGED TO THE APPROPRIATE DATE
DEFICIENCY)
{L 000}/ Initial Comments {L 000}
An onsite unnanounced revisit survey was
conducted on D3/19/13. The facility was found to
be in substantial compiiance with the rules and
regulations for Abortion Facilities found at 19
CSR 30-30.060.
Missouri Department of Health and Senior Services
TITLE {X6) DATE

{ ABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE

STATE FORM

sest gWDT12

If continuation sheet 1 of 1




PPSLR/SWMO Medical Polic  angd Procedures Manual
Ciaical Program Structure
: Section 1-A-1

PPFA Revision 6/12: PPSLR Revision 12/12/12; PPSLR Revision 3/1/13
11128 . L1170, L1171

CLINICAL PROGRAM STRUCTURE
GENERAL STANDARDS
PAGE 26 AND 27
{entire document not sent}

ViIi. MEDICAL EQUIPMENT AND SUPPLIES

Medical Equipment and Supplies must —
A. Be appropriate and adequate to provide the services offered. Al centers have

microscopes, refrigerators, autoclaves, venipunciure and injectibn supplies, scales,
sphygmomanometer, and appropriate gynecologic equipment.

B. Equipment is checked and calibrated annually by a confract siervice for safety, and
written documentation is kept on file at the administrative office. -

L1128
A. Equipment is also checked by staff and managers monthly according to the

infection contro! policy _ :

a. Check for rust, cleanliness, tape, or any uncleanable
surtace

b. Worn or defective equipment must be reported to the
manager for replacement or fixing by the staff who
identified this

D. Supplies are checked regularly and at least monthly by the assigned staff. The
person checking will vary per center and is delegated by the manager of the center.

a. For RHS, staff are the medical assistants assigned to procedure rooms and fo

- sforage areas

b. For RHS, the LPN/RN will check the recovery and storage there

c. For HCs, the support staff (MA / Patient Educator) wil! check the exam rdoms,

labs, storage area _ ;

d. Supplies are rotated to ensure oldest used first

e. Expired supplies must be removed from the active stock and not used for
patient care :

f. Supplies are checked on the first clinic day of each month

g. Managers and the Infection Control Committee wiil be providing spot checks

pertiodically
E. See specific sections for additional supply and equipment for that service.

F. Facility Cleaning Standard
As a medical facility, PPSLR/SWMO must maintain sanitary environments for

patient

Care. To ensure this:
a. Some centers have a contractual agreement

with a cleaning service that does heavier
cleaning 3 x weekly
b. In the interim between their visits, siaff are

1
_ PPSLR/SWMO Medical Policies and Procedures Manual CalE TR
Confidential Properily of Planned Parenthood® of the St. Louis Region and Southwest Missouri .
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PPSLR/SWMO Medical F ies and Procedures Manual

Clinical Program Structure :
Section -A-1 :
PPFA Revision 6/12; PPSLR Revision 42/12/12; PPSLR 3/4/13

responsible to empty trash, jwipe down any
spills, disinfect areas that have become
contaminated or dirty

c. Some centers have their own cleaning crew
who may perform the heayier cleaning of
mopping, baseboards, vacuuming, etc — this
must be done according fo volume of traffic
and may be 2 — 3 times weekly

d. At RHS, the procedure rooms, recovery, and
storage are closely monitored and cleaned at
jeast once per week — eve Monday for the
heavier cleaning and every Tuesday before
clinic session for dusting and debris
management

e. The monthly Infection Confrol audit will check
that a sanitary environment has been achieved
for patient care 3

For additional information, please see the Infection Control Manual and audits

1. INFECTION PREVENTION/CONTROL

All affiliates must have an infection prevention program in place. The ARMS
Infection Prevention Manual as well as other tools and resources are available at

www.armsconnect.org to assist in developing affiliate programs. .

PPSLR/SWMO manual uses the ARMS one as the basis and provides both
policy and procedural information. An infection Prevention Committee has been
established through the Patient Services Department and consists of nursing,
administrative, and ciinical support staff. Their purpose is surveiliance,
investigation, control and prevention of infection. This will be accomplished by
review, revision, and approval of infection prevention policy and procedures.

X. RISK AND QUALITY MANAGEMENT
L1170 and L1171

PPSLR/SWMO and its affiiate RHS of PPSLR/SWMO have a structured and permanent _
Risk and Quality Management Program in place. The ARMS manual ‘Risk Management. -
The Path to Patient Safefy as well as other tools and resources are available at _
www.armsconnect.org to assist in developing affiliate programs. The :affiliate’s Quality
Management Program includes the following:

1) A CQRM Commitee chaired by the Training and Quality System Coordinator and

membership of. CEO; VPs from all departments (Patient Services; Political; Education

and Diversity; Administration and HR; Finance and Operations; Development), Medical

Director, and Board member.

Committee is responsible for agency oversight for QM/RM activities and concems such as

security, technology, personnel issues. The committee is responsible for overseeing

goals and identifying processes to evaluate. This is accomplished by the foliowing:

« Review of reporting agency departmental and committee audit findings to identify
and explore possible risk and expaosure areas

« Develop protocols/procedures as needed to reduce the risk of exposure to loss

2 :
POSLR/SWMO Medical Policies and Procedures Manual
Confidential Property of Planned parenthood® of the St. Louis Region and Southwest Missouri



PPSLR/SWMO Medical Polic  antl Procedures Manual

Cunical Program Struciure
Section I-A-1
PPFA Revision 6/12; PPSLR Revision 12/12/12; PPSLR Revision 3/1/13
{1128 L1170 L1471

« Inclusion of risk management concepts in the annual Quality Management Pian

« Participate in the annual review of the PPFA QM & RM Self-Assessment Survey
Review to ensure PPSLR in compliance with standards and guiddiines for
accrediting agencies such as Planned Parenthood Federation of America, Title X
and Medicaid :

« Committee members serve in an over-sight capacity for monitoring and improving
PPSLR/SWMO facility management in the areas of safety and security for clients,
visitors, staff and volunteers :

Page 29 addition regarding CQAC

The following agency committees report to the QM committee: ]
Clinical Quality Assurance Commitiee for Patient Services (all divisions)

Due to state licensing, the CQAC must address the following issues ~ this will be
done through a detailed agenda, discussion, notes, and analysis of the outcomes

of the decided upon actions.

From state regulations: :

() Each abortion facility shall develop a quality assurance program that includes all
health and safety aspects of patient care and shall include a review of appropriateness
of care. Results of the quality assurance program shall be reviewed at least quarterly
by the administrator, director of patient care, a representative of the medical staff and
the governing body. The quality assurance program shall include a review of at leas!
the following:

Completeness of clinical records;

Incidence of morbidity and mortality;

Intraoperative and postoperative complications;

All cases transferred to a hospital’

All cases that resulted in a length of stay of more than twelve (12) hours;
Errors in diagnosis;

Problems in compliance with state and local laws and regulations;

8. All cases in which the gestational age was determined to be beyond eighteen

(18) wee;'cs.

NS A NN~

(K) The quality assurance program must show evidence of action taken as a resultrof
the identification of the problems.

3
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11128 :
Reproductive Health Services of Planned Parenthood of the St. Louis Region andiSout‘nwast Missouri

infection Prevention Compliance Audit
Sterilizetion Practices

Met Unmet improvembnt Plan/Date to be Completed

1 All medical equipment {i.e. speculums, medical
instruments, etc.) are immediately placed in appropriate
disinfectant solution after use

5 Staff can verbaiize above disinfectant solution ratio

3 Proper PPE is wom by staff during cleaning process
{utility gloves with instrument cleaning in utitity)

¢ instruments are not allowed to dry before cleaning

procedure

5 Documentation exists for high level solution

check for each use

5 Equipment sterilized in the autociave contains an
indicator for sterilization within each package

7 No package wrapped for steam sterilization is more than
12x20x12 inches in size

3 Documertation of weekly stearn steriizer cieaning and
spore testing

9 Supplies of sterile instruments are stored no less than 8-
10 inches from the floor and 18-20 inches from the ceiling
10 Sterile supplies are checked monthly for integrity of the
pack

11 All sterile items are labeled with the date of sterilizafion
and specific autociave

12 No expired merchandise or suppiies on shelves in

active stock
13 Multi-use vials dated & initialed when opened and

discarded according to reguiations
14 Singie use medications are used for one pafient and
discarded afler use

15 All exam tabies are wiped with disinfectant afier each

procedure .
16 Sterilize and non-sterile items are stored saparately

17 All equipment is slerilized in “open’ position

18 Sterile supplies are rotated to ensure use of most
recently steilized equipment last

19 Antimicrobial hand rinse avsilable
20 No biohazard in while bag trash

21 Sharp containers easity accessible (in lab, exam, utility.
procedure and recovery areas)

29 PPE avatable (masks, protective eyewear, utility
gloves, plastic apron, etc) -

23 Vaginal probes are disinfected between each pafient

24 Condoms are used to cover vaginal ulirasound probe

25 Tubing labeled by manufacturer as single use tubing is
disposed of infectious waste after a single use.

26 Multi-use suction tubing is cleaned, then disinfected as
for a semi-critical itemm

27 Abartion procedure bottles are changed, cleaned and
disinfected between pafients

28 MVA is completely disassembled, cleaned and receive
high-ievel disinfection

20 If Gidex used, must be checked and documented on
day of use lo ensure effectiveness

30 MSDS log current with supplies used in surgical cenier

Auditor Name: Title Date

C:\Documents and Settings\roarkt\Local Settings\Temporary internet Files\Content.Outlook\FWNTDORB\RHS Infection
Prevention Audt_2013-03_01.docx
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Signature & Title of reviewer:

Reproductive Health Services of Planned Parenthood of the St. Louis Region and Southwest Missouri

infection Prevention Compfiance Audit
Standard Precautions, Hand Hygiene and PPE

Met Unmet Improvemeljn Plan/Daie to be Completed

1 Sharp containers are leak proof, puncture resistant, 1
jabeled with biohazard iabel, sealed and disposed of
when they are no mote than % ful and seaied

compleiely before disposal

2 All sharps are disposed of in dasignated sharps
containers (include hypodermic, intravenous of other medical
needles, syringes with an attached naedie or othef shamps,
scalpe! biades, blood vials, stides & cover slips, syringes that
have come in contact with blood of infectious agents, elc.)

3 Employees demonstrate proper hand washing or
disinfecting technique before putting gioves on fremoval
of gloves and before each paiient encounter.

4 Eye protectionfface shields are used when sctivity

hoids possibility of splash

5 Safety needies are used when available; includes
needie devices containing built-in safety features

6 When sterile gioves are used, proper iechnique is
foliowed for putting on and removal

7 Appropriate PPE {Le. various gloves, masks, face shieid,
lab coats, CPR shield) Is readily available in each area of
health center (iab, procedure, utility rooms, eic)

8 Gioves are wom by staff when contact with blood,
OPIM, mucous membranes and non-intact skin may
occur

S Gioves are worn when giving injections, drawing

blood and performing Venipuncture

10 Red bags are used for non-sharps, reguiated
medical waste (l.e. products of blood & anything caked,
soaked or dripping with biood; saturated materials containing

blood)
10 PPE s disposed of in proper container (red bags if
contaminated}

11 Every hand washing station contains soap, hand
disinfectant and towels available for proper hand
hygiene

12 Surgical scrub is employed for hand hygiene by
physician/clinician before clinic surgical session and
wateriess atcohol foam preduct used between patients

13 Sterile packages are used that have outside tape
that indicates the package has been processed

14 Non-sterile persons avoid reaching over a starile
field; sterile persons avoid ieaning over a non-sterie
area

15 YWhen sieriie packs are openad, the outside of the
package never fouches fhe inside

16 Routine schedule and guidelines for housekeeping
& cleaning is followed

17 Patient care equipment is free from dust and debris
in procedure, storage and supply areas

18 Environmental surfaces are thoroughly
cleaned/disinfected in pafient care areas between
patients

4G Siaff can verbalize guidelines for
claaning/disinfecting afier a biood/body fluid spill

20 Emergency Surgical Cart free from dust & debris

~ C:\Documents and Settings\roarkt\Local Settings\Temporary Internet Files\Content.Outlook\FWNTDORB\RHS Infection
Prevention Audt_2013-03_01l.docx :
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Title; . Date:

Auditor Name:

Signature &Title of reviewer:

C:\Documents and Settings\roarkt\Local Settings\Temporary Internet Files\(‘.ontent.dut}ook\FWNTDDRB\RHS infection
Prevention Audt_2013-03_0l1.docx
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Staff Training
2.27.13
Trainers:
Lead Clinician
Director of Surgical Service
L. Time for a change
2. What are some things you think we need to change?
b. What gets in the way of us being excellent?
¢. What can we start doing differentty?
IL Single Use Medication Vials for One Patient
Il  Multi-Dose Medication Containers are Labeled with Date! Opencd
IV.  Labeling Pre-Drawn Medications
a. Date
b. Time
c. Initials of Staff Drawmg Up Meds
V. Expired Medications
a. Plan to check the last working day of each month
V1.  Expired Supplies
a. Plan to check the last working day of each month
VII. Clean and Sanitary Environment
a. Environment Includes
i. Dressing Room
ii. Recovery Room
fii. Procedure Rooms
iv. Utlity
v. Supply Areas
vi. Storage Arcas
vii. Hallways
viii. Floors
ix. Ceilings
b. Targetcd clean each Monday/Tuesday Moming
i. Dust
ii. chns
iit. Clutter
iv. Appearance Matters
v. Day to Day Upkeep
vi. Leave your workstation clean
¢. Un-cleanable Surfaces
i. What are they?
ii. How do we fix them?
iii. How do Monitoring them?
VII. Infection Prevention Committee
a. What is it?
b. Who is onit?
c.. How can it help us? -
IX.  Questions? -




®

AS & PATIENT OF PLANNED PARENTHOOD OF THE ST. LOWIS REGION AND SOUTHWEST MISSOURL,

YOU HAVE THE FOLLOWING RIGHTS:

The RIBHT to no discrimination regardizss of race, color. national origin. disabiiitv,
age, ethnicity. sexual prientation, financial ability, education jevel, marital staus. religion, number of
pregnancies, method of referral, contraceptive preference or other factor; |

The RIBHT to be treated with dignity and respect without harassment:

The RIGHT to decide wheﬂmr or not to bear children and it sn. to determming ﬁhe
timing and spacing: :

The RIGHT to privacy and confidentiality in all aspects of the service we provide:

The RIGHT o know of the effectiveness. possible side effects. and complications
of all contraceptives: '

The RIBHT to participate in selecting the contraceptive methods to be used:
The RIBHT to know the results-and the meaning of all tests and exsminations:
The RIGHT to access your records and have them explained:

The RIBHT to know the meaning and implication of all forms we ask you to sign:

The RIGHT to consent to or refuse any contraceptive method, test. examination
ar treatment;

The RIBHT to an explanation of lses and services before services are provided.

«  Ypu will not be denied access to services i unable 1o pay
« We accept Medicaid and Medicare

= We accept commercial health insurance

« Please discuss any special concerns with pur staff

If any problems should arise during your visi. please ask to speak Planned

to the Health Center Coordinator or contact the Director of Surgical parentm)od"

Qervices at J14-531-7526 ext. Z3L.

You may alsn contact the State of Missouri Department of Health and Senior Services.
Bureau of Ambulatory Care. PO Box 570, Jefferson City. MD BSI0Z Telephone: 573 751-60B3.




BACKGROUND CHECKS AND INVESTIGATIONS POLICY

PPSLRSWMO recognizes the importance of maintaining a safe and productive
workplace with honest, trustworihy, qualified, re!iob\e@ and non-violeni
employees. For the benefit of all employees and PPSLRSWMO, in furthering
these interests and enforcing PPSLRSWMO policies, PPSLRSWMO will perform, or
request thot third parties perform, “background checks" or other types of
investigations. These background checks and investigationsimay be performed
by PPSLRSWMO at its discrefion. The Vice President of Humdn Resources will be
responsible for performing all “background checks” that afe applicable under
Federal, Stale and Planned Parenthood of America (PPFA) laws and

requirements.

Background checks and investigations performed for PPSLRSWMO may inCiude
the use of consumer reporting agencies which may gather and report
information to PPSLRSWMO in the form of consumer or invesfigative consumer
reports.  Such reporis, if obtained, may contain, but are not limited fo,
information concerning an applicant’s or employee's credit standing or
worthiness, credit capacity, character or general reputation. The types of
reports that may be requested from consumer reporiing agencies under fhis
policy include, but are not limited to, credit reporis, criminal records checks,
driving records, and/or summaries of educational and employment records and
histories. The information contained in these reports may be obiained by a
consumer reporfing agency from private or public records sources or through
personal inferviews with an employee’s co-workers, neighbors, friends,
associates, curent or former employers or other personal acquaintances.

pursuant to ihis policy, PPSLRSWMO may request consumer reports, including
records checks and invesfigafive reports based on inferviews, in connection with
an individual's application for employment, or at any time during the course of
an employee’s employment with PPSLRSWMO, for purposes of evaluaiing their
suifability for employment, promotion, reassignment or retention as an
employee.

All PPSLRSWMO Reproductive Health Services (RHS) candidates prior fo hire wil
have a crAminal background check aond Employee Disqualification List (EDL)
search completed prior to hire per the Missouri Revised Siatutes Chapfer 660
section 317.

Employees are expected to cooperaie fully with the background checks and
investigations policy. Such cooperation includes, among other things, providing
truthful and complete information in response o inquiries made by PPSLRSWMO
or third party investigations during the course of invesfigations and providing
appropriafe written authorizations that may be reqguired by law so that

Updated February, 2013
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PPSLRSWMO may obtain complete investigation reports. Failure to cooperate in
these checks or invesfigafions, or any attempt fo inierfere! with PPSLRSWMO
attempts fo obtain information, may result in disciplinary dcﬁon, up fo, and
including, termination.

Updated February, 2013
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PHARMACEUTICAL SERVICES
See pages 3and 7
. PHARMACEUTICAL SERVICES
Affiliate Staff

PPSLR/SWMO Manual of Medic  tandards and Guideiines
rharmaceutical Services
' Section 1-A-2

PPFA Revision 6/12; PPSLR 1.2.’12,’12; PPSLR 3/1/13

1. Medical Director — is responsible for developing policies and procedures for

pharmaceuticals that must include

» formulary of all drugs stocked in the affiliate that is reviewed annually

Consider the potential for medication errors when developing formulary.
Look-alike, sound-alike drugs should be identified as being at “high risk”
for potential error. Extra steps should be taken to ensure safety.

» list of additional therapeutic/pharmacologic classifications of drugs that may
be ordered for clients to obtain at outside pharmacies

The formulary is approved annually with medical protocol updates

All drugs, devices, and medications stocked in the affiliate are approved by
the Medical Director in advance of purchasing / acquiring and providing.
The Medical Director only approves drugs that are FDA approved and only
from manufacturers certified by the FDA, unless the medication is part ofa
research study. =

All research study medications must be approved by the IRB and Medical
Director prior to use. :
PPSLR has both an intemal (for items stocked in-house) and external
formulary (inclusive of in-house and by written/e-prescription).

RHS has a formulary specific to abortion care approved by the Medical
Director. :

The Medical Director, Lead Clinician, and VP of Patient Services review the
formularies at least annually. The Medical Director approves and signs off
on the formulary of both departments. :

RHS has a formulary. The surgical physicians have discretion to provide
other medications as heeded.

» provision of phammaceuticals in accordance with all state/local laws and
regulations

PPSLR/SWMO and RHS of PPSLR/SWMO pharmaceuticals are provided
by physicians, by clinicians or by physician designee.

APNs work under collaborative practice agreements with the PPSLR
Medical Director and Associate Medical Directors. They have prescriptive
and dispensing privileges. '
RNs/LPNs work under standing orders with the PPSLR Medicai Director.
Physicians have the ability fo prescribe as indicated for patient care.

« a drug control system that covers the interval from the time pharmaceuticals
are ordered until they are provided to the client

PPSLR/SWMO's system includes the interval from issuing a request for

order from health and surgical centers to the purchasing clerk, to ordering
them from the pharmaceutical companies, to delivery and storage, to client
provision,

» inspection of ail drug storage areas to remove expired drugs
designation of which staff may have access to bulk storage areas
* management of pharmaceutical product irregularities and drug and device
recalls ; :
2. There must be documentation that in-service education pertaining {o the nature

1
PPSLR/SWMO Manual of Medical Standards and Guidelines

Confidential Property of Planned Parenthood® of the St, Louis Region and Southwest Missouri



PPSLR/SWMO Manual of " dical Standards and Guidelines
Pharmaceutical Services

Secfion |-A-2

PPFA Revision 6/12; PPSLR Revision 121121 2. PPSLR Revision 3NMN3

and safety aspects of pharmaceuticals is provided to staff involved in the

preparation and provision of medications.
« PPSLR/SWMO provides an annual training for staff, primarily clinicians and

licensed providers

FY! — Look-alike, Sound-alike {LASA) Medications

Confused drug names are one of the most common causes of medigation efror. With
tens of thousands of drugs currently on the market, the potenfial for jerror due to confused
drug names is significant and exists worldwide. Contributing to the risk of confusion are
illegible handwriting, incomplete knowledge of drug names, newly available products,
sirnilar packaging or labeling, simitar clinical use, similar strengths, dosage forms,
frequency of administration, and the faiture of manufacturers and regulatory authorities to
recognize the potential for error and to conduct rigorous risk assessments, both for
nonproprietary and brand names, prior to approving new product names.

Go to the Institute of Safe Medication Practices for a list of LASA mgg! ications. The list
includes those medications that are known to have been involved in medication errors, as

well as the Joint Commission's list of LASAs.

(WHO 2007); (ISMP 2010)

Procurement
1. There must be a written order for all dmgslpharmaoeuﬁcalsfohamicals brought into

the affiliate. ;
» A copy of the purchase order or the prescription must be kept in the affiliate's
files. A signed receipt must be obtained for pharmaceuticals shipped from a
central location io outlying centers or clinics. If the delivery:is made by afiiliate
staff, a signed receipt is not necessary.
« The original order is issued by the supervisary staff of the health center

or surgical center; :
e The order is sent to the Payroll/Purchasing Clerk via internal e-mail or

fax; :

« Each facility has its own account number with each:supply or
pharmaceutical company, —

« The order is placed by the purchasing clerk at the administrative office;

o Most defiveries are sent direcily to the service jocation from the
company,

o Specific items are shipped centrally to control pricing;

o Upon delivery, products are checked for accuracy and security, the
packing slip ts dated and initialed;

« A copy of the purchase order or the prescription is and must be kept in
the affiliate’s files. ' ,

« For items shipped to a central location, supervisory staff is responsible
for picking up the supplies and compieting a form that is sent to
pyrchasing detailing amount and to which budget to allocate costs.

« Finance maintains all purchase orders, packing slips, invoices, and paid
statements for all pharmaceuticals.

« Controlied substance order and receipt records must be filed separately from

2 ;
‘ PPSLR/SWMO Manual of Medical Standards and Guidelines A
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Section I-A-2

PPFA Revision 6/12; PPSLR 121;12/12; PPSLR 371713

the other pharmaceutical purchase records. RHS is the onfp; facility that orders
controfled substances. :

2. If pharmaceuticais are routinely purchased from a community ar hospital pharmacy
and if the items are not supplied in manufacturer original containers, there should
be a written contract specifying, as a minimum, requirements for labeling.
PPSLR/SWMO seldom, if ever, purchases, pharmaceuticals from other than
manufacturers. An exception is the free meds provided by the istates of MO and of
IL for the IPP programs.

3. If available, pharmaceuticals should be purchased in manufacturer prepared unit-
of-use packages. -

= An exception is limited STD medications provided free fo the health centers
from the Hiinois Department of Health and the MO Department of Health
and imited medicafions for RHS. In these cases repackaging standards in
this section are foliowed. :

4. Only drugs and devices approved by the Federal Food and Drug Administration
(FDA), and manufactured for sale in the United States may be:used. Affiliates may
not import drugs and/or medical devices from other countries for use in their health
centers.

5. For any additional drugs that must be prescribed and are not purchased, the “out-
of-house” formulary is utifized.

Storage
1. Access to stored pharmaceuficals
a. The bulk storage area must be secure. The clinician or nurse on duty has
the key in her possession to enable easy provision fo clients. Other staff
may have access via the clinician. Limited supplies are accessible to clinic
staff working the receptionist desks. :
b. Controlled substances must be under double fock and in a secure area at
all times. RHS is the only facility with controlied substances and follows
MO Iaw regarding storage of the drugs.
c. Access to pharmaceuticals dispensed from within ciient care areas should
n— be limited to health care providers responsible for dispensing these jtems.
11
2. Pharmaceuticals in all storage areas
a. Arrange medications so that the oldest stock is used first
i. On the first clinic session of each month, a delegated staff
reviews the inventory to ensure that stock is being properly
rotated and has not expired
ii. Expired inventory must be removed from active stock and
marked as expired to ensure it is not available to patient care.
it will be returned or discarded according to the vendor or
manufacturer's instruction.
iii. The senior management team, during routine audits, will also
check the inventory for proper stock rotation. : s
b. Do not store look-alike, sound-alike medications alphabetically. Store them
out of order or in a separate location {The Joint Commission 2001)
¢ Pharmaceuticals meant for internal use must be stored separately (i.e. on
a separate shelf) from those for external (i.e. topical) use only. Clear and
highily visible labeling is required.
3. Other PPSLR/SWMO policies related to storage
a. Inventory levels for pharmaceuticals that are not high volume shouid not
exceed six-month stock. '
b. Al pharmaceuticals, contraceptives, and therapeutics will be stored

3 :
. PPSLR/SWMO Manual of Medical Standards and Guidelines
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according to the manufacturers’ suggestions to ensure preservation (ie.

refrigeration, limited access to light exposure, efc).

¢. Aninventory check is performed monthly by supervisory| staff 1o ensure
accurate counts and to limit misappropriated medications and supplies.

d. Expired pharmaceuticals should be disposed of by throwing them into the
piohazard box, sending them back 1o manufacturer, oritaking them to
appropriate and identified pharmacies that PPSLR/SWMO has approved
for disposal (see VP of Patient Services or Clinical Manager). (Varies
with product) Some items may be used for demonstration and
educational purposes. Expired items must be accounted for on the
Monthly Inventory Form and deleted from the inventory as soon as
discovered to be expired. :

e. The supervisory staff of all centers is responsible for discarding
pharmaceuticals appropriately. The Purchasing Clerk will contact the
manufacturer to determine if a rebate on expired products exists.

f. Forany centralized inventory the Purchasing Clerk will remove it from the
sheives. '

g. No client will be dispensed a drug with an expired date.
h. Controlled substances must be destroyed by two nurses and documented
on the Controlied Substance Dispensing of Administration Log Sheet.

{see below for more policies/procedures on controlied: substances)

4. At the end of each fiscal year, a full manual inventory is perfdrmed in each site.

Repackaging — i.e., the preparation of multiple containers of dispensing size from a
bulk container (for example, repackaging a bottle of 1000 tetracyciine tablets into vials
of 20 tablets each). Repackaged vials are stored and dispensed to clients as needed.

1. Repackaging must be done in ‘accordance with stateflocal laws/regulations. For
PPSLR/SWMO and affiliates this is under the supervision of a physician who is on
the premises at the time of repackaging.

2. A log must be maintained to. document the supervision (by signature}, the person
doing the repackaging (by signature) and the identification of the bulk drug being
repackaged. Logs must be archived according to statefiocal laws/regulations. The
jog should contain the following information: :
» complete product description — name, strength, manufacturer
» the manufacturer's lot number ; _
= an expiration date, no later than the manufacturer's expiration date of a not

previously opened manufacturer's container.
« a control number or some other unique (code) identification that wilf link that
manufacturer and drug lot with the repackaged units

3. All repackaged units must have a standard label affixed to each package (bottle,
?tﬁ.) before they are entered into active stock. The label must include at least the
oliowing: :
= name and address of the affiliate
= npame of the drug and quantity
» strength of the drug when appropriate
= The expiration date, for drugs repackaged in "tight" containers such as plastic

vials or glass bottles.

o This should be the date specified on the original manufacturer's container,
or ?rne year from the date the product was repackaged, whichever is
earlier. :

o The expiration date for drugs that are repackaged from unit dose

4
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containers shoutd be no greater than 60 days from the date of
repackaging, or the manufacturer's expiration date on the original
container, whichever is earlier.

o State laws may be applicable to expiration date for repa'f:kaged pharma-

ceuficals. 5
= the contro! number finking that unit with the manufacturer's product drug lot —

for example, a code showing the month and day of repackaging and number
repackaged that day (as below, where 01=month, 21=day of repackaging, and
04=fourth item repackaged that day)

Sample label for drugs repackaged in tight containers:

Pianned Parenthood of St. Louts Region
B8E Main St., City, State, ZIP

4. Safety precautions should be taken to indicate if the original repackaging unit has
been opened prior to this dispensing, e.g., such as putting latex seals over the cap
of the original vial after carrying out repackaging. An "x” couid also be marked on
the bottle cap or label to indicate it has been opened.

Compounding ,
PPSLR is not involved in the compounding of any medications in any of its facilities.

Labeling Prescription Vials for Clients
1. Prescription labels should be designed to enhance client safety. Click here
(hitp://www.ismip.oraftools/auidelines/labelFormats/comments/default.asp) to
access recommendations from the Institute for Safe Medication Practices.
2. All prescription vials must have a permanently adhering label affixed directly to the
container with at least the foliowing information (currently provided by wholesaler).
» name and address of the affiliate — The acronym, PPSLR/SWMQ, may be
used
name, strength, quantity dispensed of the drug
expiration date
iot number

The label must also include the following information, which may be added by
hand at the time of dispensing

« date of the prescription

name of the client .

directions for use including frequency and route of administration

name of the prescriber

number of refills, if applicabie

Sample label for prescription vial for client

Planned Parenthood of the St. Louis Region
888 Main St., City, State, ZIP

PPSLR/SWMO Manual of Medicaf Standards and Guidelines
Confidential Property of Pianned Parenthood® of the St. Louis Region and Southwest Missouri
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{client name}
Take tablets every hours as needed for pain.
- {Dr. B

3. Auxiiiary labels should be used to provide other information to the ciient, such as,
“No not drink alcohol.” in the case of metronidazole. The label(s) that shouid
appear on the prescription container can be found in the fiterature about each drug
including the manufacturer's package insert. The labels come with the medications
from the supplier and should be attached to the vial upon dispensing.
PPSLR/SWMO standardizes the use of auxillary labels for consistency.

4. The plastic case or other container for ora! contraceptives must bear the full tabel
and include the FDA package insert. The refill units given at the same time need
not be individually labeled. If the original case or container is not presented for
subsequent refills, then the refill units can be put into a bag and the outside of the
bag labeled.

Containers
1. Coin envelopes must not be used to dispense solid dose phamaceuticals, since
these do not meet the requirements of the Poison Prevention Packaging Act, a
1870 amendment to the Federal Food, Drug and Cosmetic Act requiring child-
proof containers for pharmaceuticals. Self-contained packages, such as oral
contraceptives or intravaginal creams, are exempted. PPSLR/SWMO does not
- use coin envelopes for any purpose.

2. Al prescription medications should be stored in containers that protect them from
light.

Controfied Substances _

1. All controlled substances dispensed for out-patient use must bear the federally
mandated auxiliary label: "Caution. Federal law prohibits the transfer of this drug
to any person other than the patient for whom it was prescribed.”

2. A daily count at the beginning and at the end of the clinic day. must be taken on
days when controfied substances are administered or prescribed, Discrepancies
must be immediately reported to the supervisor, and recorded in the controlled
substances inventory;
= two countersignatures are required at the fime of the count

or
= ohe person signing the daily count, and two persons taking and signing a full
count every thirty days :
or

» as required by state law ,

1. RHS has two nurses (LPNs or RNs) doing the count

2. Staff record on the Controlled Substance Dispensing or
Administration Log: date of count, iot number of drug, first inifial,
last name and fitie of counting nurses.

3. If the nurses who count recognize that the levels of the medication
have fallen below the designated fevels, they will nofify the
supervisory for reordering.

6 ;
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a. Fentanyl: ordered when it falis to 6 vials
b. Versed: ordered when it falis to 40 vials
¢. Diazepam: ordered when i falls to 400
4. Approximately one month's supply of controlied substances will be
kept in stock at all times to prevent the clinic from running out of
stock. In cases where a national shortage is gxpected, more
inventory will be approved by the manager |

3. Al inventory and purchase records for controlied substances hust remain on file
for the duration specified in state law if greater than the feder i standard of five
years. PPSLR/SWMO and its affiliate RHS maintains them for a minimum of

seven years.

4. Al Level IV controlled substances must be ordered and signecii by the Vice
President of Patient Services or the Clinical Manager (an APRN).

Other

L1128
1. Single use medications are used for one client only and are discarded after

use on each patient.
a. Staff must follow manufacturer’s labeling on how to use the
medication ' '
b. The medication is discarded according to the manufacturer
5 Manufacturers’' recommendations for storage of opened and unopened
multi-dose vials must be followed.

a. When a multi-dose vial is used, appropriate infection prevention
procedures to prevent contamination should be employed. {CDC 2011)

b. Vials must be discarded if there is evidence of contamination.

c. if a multi-dose vial has been opened or accessed (e.g., needle-punctured)
the vial must be dated and discarded in accordance with manufacturer's
instructions and stateflocal regulations

i. If no specific guidelines are provided, CDC recommends
discarding the vial within 28 days (CDC 2011)
3. Label all medications, medication containers, and other solutions on and off the
sterile field in perioperative and other procedural settings. (Note: Medication
containers inciude syringes, medicine cups, and basins.) (The Joint Commission

2010)

4. Syringes taken from a muilti-dose vials must be labeled with date, time, and
staff initials. If not used within 24 hours, it must be discarded no later than
24 hours.

5. All clients receiving medications also must receive written or verbal instructions
inciuding the name, purpose and appropriate administration technique for each
drug. ’

6. Patient package inserts must be avallable for IUCs, hormonal contraceptives, and

- other estrogenic and progestational substances. 2

7. Patient drug information should be provided on all other drugs dispensed.

B. The nature of the client education provided should be documented in the medical
record. .

, 7
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|
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CONFIDENTIAL: FOR QA'RM PURPQSES ONLY 11170 and L1171
Planned Parenthood of the St. Louis Region and Southwest MO
Clinical Quality Assurance Meeting

Original Date: 1/30/13; Rescheduled Date: 2/6/13

Agenda

1) Review of Patient Care
a. Intraoperative and Postoperative Complications and Occurrences

i, Last Quarterly Report 2012
ii. Annual Report 2012 {internal) and AIMS Report
b. Care by procedure / gestational age
i. Medication
il. Surgical
1. 17 weeks and under
2. 18 weeks and over
c. Identification of any problems
d. Action plans

2) Transfers to Hospital
a. Administrative, Physician, Committee Review
b. Security and HIPAA systems
c. identification of any problems
d. Action plans

3) DOHSS Inspection
a. Results and findings

b. Action Plan
c. Ensuring full compliance with state/local laws and regulations

4} Accreditation :
a. Plans and Time lines to achieve full accreditation

b. Agency involvement
S} Audits
6) Research Report

7} Oid Business
a. Follow up to any previously identified issues
i. Continuing pregnancies
il. Consents
fii. Next gen audits
iv. Infection Control Committee
New Business and Announcements

AR
L
"

Management Team

|

All

All



CONFIDENTIAL: FOR QARM PURPOSES ONLY
Planned Parenthood of the St. Louis Region and Southwest MO
Clinical Quality Assurance Meeting

Original Date: 1/30/13; Rescheduled Date: 2/6/13

1) Review of Patient Care :
a. Intraoperative and Postoperative Complications and Occurrences ! —
i, Last Quarterly Report 2012
ii. Annual Report 2012 {internal) and AIMS Report 4‘
b. Care by procedure / gestational age ;
i. Medication

il. Surgical
1. 17 weeks and under

Z. 18 weeks and over
c. identification of any problems
d. Action plans

s Reports are attached

e Al within expected standards of care

& Complication rates are low and within standard of care

» Patients both under and over 18 weeks of care have been managed well

s No specific identification of problems
Action Plans: Medical Director requests comparison of current year to previous years for our trend in

complications — Sevic to provide

2) Transfers to Hospitai —

Administrative, Physician, Committee Review
Security and HIPAA systems

identification of any problems

Action Plans

a0 g

*» in a three month period of time same number as in full 2011 year
» Upon analysis, appropriate transfers, patient care and decision-making was handled well, good patient care, no
consistent theme or medical condition _ - 7
e Reasonable decision making and time in center beforetransfer occurred
~, » Newest provider had 3 of the transfers — for new trainees this is expected, i.e. that transfers may be higher
¢ Analysis on three fronts:
o CEQ, VP of Pt Services, and Medical Director identified and discussed after the first 3 transfers. While
not desired outcome, all fell within potentially expected outcomes '
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o Physicians - 3 primary attendings —and the administrative management team discussed 1/31/13 and
came to same conclusion; recommendations for some limits on who we serve made and under
discussion. Medical Director drawing up guidelines based on discussiém

o CQ Committee 2/6/13 also looked at data ;

+ Positive —we have greater continuity of care for patients due to our relationship with Wash U and the procedure
of notifying the family planning fellow

« Action: Will update our ambulance transfer form to include: when called, when arrived, when pt discharged to
EMS (and effective 2/18/13), when ambulance leaves the premises :

» Action: CEO to contact BJC ED regarding potential for picketers and how handled

s  Action: CEO to contact EMS for guidelines on the minimal information that m,ust be shared with 911 calis to

ensure safety and protect confidentiality :
« Action: Staff to be retrained on making the cafls after we get this mformatlon Management team — ensure we

identify if the call is urgent or emergent
« Action: CEO to work with operations regarding a way to limit the picketers from having full visual access to client

as she is being transported — increase patient privacy

3} DOHSS tnspection Management Team

a. Results and findings
b. Action Plan
c. Ensuring full compliance with state/local laws and regulations
e Surprise audit on 1/30 and 1/31 with 4 auditors '
¢ Part of our licensing and partly due to concerted complaints
¢ Awaiting formal findings from state within 10 days of audit
¢ Will have 10 days to return our POA
. Summary of findings to committee:
o Quality medical care with no indication of any violations of regulations
o Some improvements on medication inventory; dust in select areas; updating some equ:pment and
increasing our infection contro! activities
« Committee was given the components that must make up the QA work
o This agenda was changed to accommodate those issues
s Action Plan: . management team to meet and agree upon immediate and long range procedures, training,
changes to ensure improvements :
« Action Plan: to respond to any cited deficiencies within 10 days of report

4) Accreditation
¢. Plans and Time lines to achieve full accreditation
d. . Agency Involvement
s Accreditation is Oct $—11, 2013
s Plan is to send all documents by July 17, 2013
» Currently, all departments working on their EOPs
o Action: Patient Services, complete all manuals by April 30, 2013

5) s | | .

a. Vasectomy



i. OveraH very good ]
ii. First full year at RHS - saw 63 men — a {arge increase over prq:wous years
ii. One system issue — not enough follow up with patients to refnind them of post op semen check
iv. Had turnover in the staff member who was handing this taski— new person has been trained
b. Colpo and Pap Audits
i, With new pap standards, many less colpos :
ii. Overall very good - a few issues that were resoived quickly
ii. The colpo correlation log is / will be on line and reviewed by iMiDs
1. Sign oft 2 x per year
iv. Lead NP able to audit via electronic record
c. Center audits
i. With Next Gen, trying to audit different medical / clinical i :ssues to ensure documentation
fi. Action: Need to establish standards for what % of comphanqe is necessary per criteria
1. Ex:consents would want to see 100% g
2. Patient Education forms could be lower :
ii. Action: Need to ensure NPs and support staff are clear on who doing what and limit redundancy
1. Ongoing discussion — Dir of HCs and Clinical Manager with Training and Quality Systems
will cortinue this
iv. Recommendation: put them in "buckets” by priority / nsk
1. Must have for medical; or must have for financial
2. Good to have
d. infection control audits for HCs and RHS
i. Quaneﬂy audit listing both compliance and non- compliance areas
ii. Overall good with some improvements noted
ii. New Committee will address any new audit tools and how to improve outcomes

6) Research Report
a. Roche project is ending — enroliment has been compieted; in final stages of the reviews/audits to ensure
all paperwork ]
b. Snafu with consents that has been remedied.
i. All were signed
fi. Not all clients took one with them — our SOPs state they will be given one
iii. Had to send all of those a certified copy
c. RLP ‘
i. Has begun at SG and CWE
ii. Not yet enrolling enough patients — will be changing our use of staff to meet rumbers
d. New industry sponsored one in discussion and analysis right now on the use of progestin contraceptives
as quick start when mife is given '
i. Not yet approved and no budget yet

7) Old Business . All
a. Follow up to any previously identified issues ,
i. Continuing pregnancies — No need to continue discussion - resolved
ii. Consents— continue 1o track this and check for improvements
iil. Next gen audits — continue to track this and decide on thresholds



|
iv. infection Control Committee — continue to monitor the establishment of and the work of this
group 5
8) New Businhess
a. Warker's Comp Claims — up
i. Few more splashes and sticks
ii. Do not think it is a system probiem — staff were counseled ahd systems analyzed
jii, Sorme increase. to our rates; Looking for new carrier as ours |s getting out of the WC business
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