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= Email questions to CMS:
= Critical Access Hospitals:

= gsoqg CAH@cms.hhs.gov

= Acute hospitals:

Sharon Courage
MPH, BSN, RN
Senior Consultant
978-880-0095

= gsog hospital@cms.hhs.qov

Email: Nashhealthcareconsulting.com/contact-us ’ﬁ
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Recent Changes to the CoPs

Affecting Nursing
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Changes to Nursing

= Clarified
= Need a nursing supervisor or sufficient staff
-PLUS-

* Immediate availability of RN at the bedside to respond
when needed

= Must have current nursing care plan

= Must have evidence of reassessment and include patient
goals

#
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Changes to Nursing — continued

= All nurses, including agency nurses, must follow
P&PSs

= CNO must

= Evaluate all clinical activities of nurses including agency
nurses and other staff

= Must make sure annual evaluation done of all nurses
Including agency or traveling nurses

* Need an order for drugs

a
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Changes to Nursing — continued

* Have a policy that lists all the outpatient areas and
which ones must have a RN

= Must be approved by the CNO
= Must be reviewed every three years

= Must establish the criteria the outpatient area must met
such as what types of services are provided (chemo,
dressing changes, IV hydration etc.)

a
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Discrimination, VVaccines, VVerbal Orders

= Must have P&P prohibiting discrimination

= Cannot discriminate against race, color, national origin,
disability, etc. (not in CoP but OCR 1557 requirement)

= Must inform the patient in writing, and in a language, they
can understand, of their right to be free from
discrimination

= Need an order for all medications except flu and
pneumovax when you have a protocol

= Standing orders are acceptable in certain
circumstances

1
= Verbal orders are to be used infrequently: P&P 'F
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CMS Nursing CoPs




Deficiency Reports February 2022

Name Tag Number Number of Deficiencies
Nursing Services A385 1006

Organization of Nursing A386 243

Services

Staffing and Delivery of A392 632

Care

RN/LPN Staffing A393 18

Licensure of Nursing Staff A394 24

RN Supervision of A395 2,402

Nursing Care



Deficiency Reports

Name

Nursing Care Plan

Patient Care Assignments
Supervision of Contract Staff

Administration of Drugs, Opioid
Administration

Standing Orders for Drugs

Verbal Orders for Drugs

Tag Number
A396
A397
A398

A405

A406

A407

Number

1033

331

152

927

42

50



Deficiency Reports

Name Tag Number Deficiencies
Accepting Verbal Orders for A408 15

Drugs

Sign-Off for Drugs/Biologicals  A409 156

Blood Transfusions/IV A410/411 37/2
Medication

Administration/Reporting Errors

Medication Self Administration A412/413 10

Total 7,081

CCCCCCCCCC



Nursing Services

=Must have:

= An organized nursing service that provides 24-hour nursing
services

= At least one RN furnishing or supervising 24 hours
—Exception — small rural hospital under a waiver
=Survey procedures —

= Will determine nursing services are integrated into hospital
QAPI

= Make sure there is adequate staffing: staffing plan

= Will look for job descriptions including director of nursingj_
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Director of Nursing Service CNO 386
= DON/CNO must be a RN

= All nurses performing nursing duties must report to
nursing leader (not direct report)

= CNO responsible for:
= Determining types and numbers of nursing personnel
= Operation of nursing service

= Surveyor

= May read job description of CNO — ensure it provides for
this responsibllity

= May verify CNO approves patient care P&P’s 'J_
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Nurse Staffing A392 (2020)

=*Nursing service must

*Have adequate number of nurses and personnel to care
for patients

= Have nursing supervisor

*Every department or unit must have a RN present

= Are not available if working on two units at same time

=Survey procedure — will look at staffing schedules

that correlate number and acuity of patients nursing
plan, nursing schedule, nursing assignments corrolate
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Nurse Staffing A392

=There are 3 recent evidenced based studies that
show the importance of having adequate staffing
which results Iin better outcomes

=Study said patients who want to survive their new
hospital visit should look for low nurse-patient ratio

*Nurse Staffing and Quality of Patient Care, AHRQ,
Evidence Report/Technology Report Number 151,
March 2007, AHRQ Publication No. 07-E0051

thttp://www.ahrg.gov/downloads/pub/ evidence/pdf/nursestaff/nursestaff.pdf '1
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Nursing Linked to Safety

OM study also linked adequate staffing levels to
patient outcomes

_Imits to number of hours worked to prevent
fatigue

Suggests no mandatory overtime for nurses

Never work a nurse over 12 hours or 60 hours In
one week (or will have 3 times the error)

a
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Verify Licensure

= Must have procedure to ensure nursing personnel
have valid and current license

= Licensure verification —primary source-procedure

= Can verify licensure on-line by most state boards of
nursing online

= Can print out information for employee file or electronic
evidence

= Include a check of the OIG and document it in the
HR file for nurses

s
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RN for Every Patient A395

*A RN must supervise and evaluate the nursing care
for every patient

= Must do admission assessment

—Plus — ongoing assessment when appropriate per standards and
hospital policy

—RN must do assessment, others gather data and monitor

» Must use acceptable standard of care

= Evaluation would include assessing each patient’'s
needs, health status and response to interventions

s
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Nursing Care Plan A396 (2020)

* Hospital must ensure that nursing staff develop and
keeps a current, nursing care plan for each patient

= Care plan based on assessment and reflects the
patient’s goals.

= |nterventions
= Reassessment

= If nursing participates in interdisciplinary care plan —
must still have nursing plan of care IP
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Care Plan Starts at Admission

=*Nursing care plan starts upon admission, includes
assessment of discharge planning, physiological
and psychosocial factors

» Based on assessing the patient’s needs

= |s part of the patient’'s medical records and must be
Initiated soon after admission, revised and implemented

*Example: multiple trauma patient’s goal is to return
to running (Discharge planner?)

=\Wants to go to a rehab facility post-discharge for a few
weeks

—In an area near her sister's houses '1
R

—Plans to finish rehab staying at her sister’s house



Patient Care Assignments

= RN must assign nursing care of each patient to the
nursing personnel

= Per patient’s needs

= Specialized qualifications and competency of staff
available

= DNO/CNO and hospital must ensure personnel
have appropriate

= Education >EXxperience >Licensure
= Competence >Specialized qualifications

= Are assigned to provide care to patients according to IP
patient’s need
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Agency Nurses A398 (2020)

=Clarified all nurses providing services must adhere to
P&P

* Employed, contract, or volunteer

*CNO must ensure there is adeguate supervision
evaluation of clinical activities

» Evaluate at least annually

* Includes agency, volunteers

=Orientation must include to the hospital, specific unit,
emergency procedures, nursing P&P, and safety

P&P’s IP
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Outpatient P&Ps A399 (2020)

* Need P&P establishing which OP departments
require a RN

= Reviewed every 3 years
= Approved by the CNO

= Establish alternative staffing plans

= Must establish criteria departments to meet given:
= Type of services delivered
= Acuity of patients served
= Standards of practice

= For example — Chemo infusion department Ij_
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Preparation & Administration of

Drugs
Safe Opioid Use, Compounding, Safe




Preparation/Admin of Drugs

=Drugs must be prepared and administered according
to state and federal law

*Need a practitioner’'s order
= Or by one responsible for patient’s care
= And accepted standards of practice

* Changes allow other practitioners who can order, sign off
orders

—Such as PharmD — as per P&P, state scope of practice and MS
bylaws/RR

a
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Administration

= All drugs/biologicals must be administered by or
under supervision

= Nursing or other qualified personnel e.g., RT, PT etc.
* Per Federal and state laws

= Per regulations — including licensure requirements
= Per approved medical staff P&P

NASH HEALTHCARE
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Federal and State Law

» |Gs provide some explanations

» Federal — regulate approval and classification of
drugs and biologicals

= States establish laws and regulations which specify
scope of practice

= Prescribing

= Administering

#
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Accepted Standards of Practice

* P&P must be consistent with accepted SOP

= Based on guidelines or recommendations

= Evidence based guidelines e.g., antibiotics, opioids,
anticoagulants)

= Nationally recognized organizations

= With expertise in medication preparation and
administration

=Must have an order or basis of standing order

= Compliant with state, federal laws & SOP

s
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Standing Order

A prewritten order set approved by the medical staff to administer
Medications, obtain a diagnostic test or implement a treatment
Based on a specific symptom or set of circumstances.

Generally in an emergency situation where delay in treatment would
put patient at significant risk

Standing orders are initiated when the patient meets the specific
Circumstances outlined in the order. e.g., chest pain, SOB, anaphylaxis
reaction during allergy testing

e Clear criteria

 Complete order

* Practitioner notified as soon as possible

« Order placed in order section as standing order initiated

* Approved by MS, nursing, pharm

 Reviewed annually for continued applicability 'k
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Order Must Include

= Patient name

= Age and weight — facilitate dose calculation must be
available does not need to be part of order unless weight
based order

= Date and time of order
* Dose, frequency and route

= Dose calculation and exact strength or concentration — when
applicable

= Quantity and duration
= Specific instructions for use — when applicable
= Prescriber name 'J_
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Policies and Procedures

= Personnel authorized = Missed or late

to administer administration

medications » Evaluation of medication
= Basic safe practice for adr_ni_nistration timing

administration — 5 policies

Rights

= Assessment/Monitoring
" Or 9 rights of patients

* Timing of medications = Documentation

a

NASH HEALTHCARE
NNNNNNNNNN



Personnel Authorized to Administer Meds

* P&P identify categories of licensed personnel
= Types of medications permitted to administer

= E£.g., RT can administer inhalation resiratory medications

= Education must include:
= Safe handling/preparation

= Knowledge of indications, side effects, interactions
compatibility, dose limits

= Devices, procedures, techniques for administration

a
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Basic Safe Practice for Administration

= Covers the “5 Rights” (right patient, right drug, right
dose, right route, right time)

» Medication “process” procedures
= Transcribing
= Verifying
= Dispensing
= Delivering
= Administering

= Monitoring/Reporting
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“Q Rights”?

* Blue Box discussed recent literature identifying 9

rights

For Information — Not Required/Not to be Cited
Recent literature” identifies up to nine “rights” of medication administration including:

1 Right patient

1 Right drug

"1 Right route

"] Right time

1 Right dose

] Right documentation

1 Right action (appropriate reason)
1 Right form

1 Right response

However, other sources refer to 8 or 10 “rights, and some of these topics, such as right action, appear to
involve prescribing and/or dispensing. Accordingly, there does not (yet) appear to be consensus about
expanding beyond the 5 “rights.”

*Reference: Elliott, M. and Lis, Y. (2010). The Nine Rights of Medication Administration: An Overview. British
Journal of Nursing, Vol. 19, 5, 300-305.

1

NASH HEALTHCARE
CONSULTING



Promote Culture of Safety

= References hospitals encouraged to promote a safe
culture

* For staff to question when have concerns regarding
orders

= Questions expected to be resolved promptly

&
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Other Issues Covered

* Must ensure staff adhere to standards to prevent
HAI related to preparation

* Added in compounded sterile preparations

= Assessed under Infection Prevention
= Expiration dates — set by manufacturer

* Beyond-use-date (BUD) — may be before but never
later than expiration date

= Considers conditions that may occur after opened

s
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Timing of Administration

= |G discusses the importance of timing for
medication administration

* Therapeutic goals require administration at an exact time

= Now three blocks of time to give medications
* Thanks to efforts of the ISMP

I
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ISMP New Guideline

WWW.ISMp.org

ISMP ) '

@ - w——

ISMP Acute Care Guidelines for
Timely Administration of Scheduled Medications

" Background
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Standards of Care and P&P

= National organizations recognized in the field issue
written statements and policies that direct patient
care

* Hospital's P&Ps must be consistent with Standards
of Care (evidenced based guidelines

= Standards of care can be set by state pharmacy
boards and national organizations like the ones
mentioned by CMS

= Others include:*

= ASHP (American Society of Healthcare System Pharmacist), Amerigan
Nurses Association (ANA), American Pharmacy Association (APA’? F
APIC, etc.
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Timing of Medication

* P&P needs to include the timing of medication
based on the

= Nature of the medication
= Clinical application — why used

* Frequency of administration

= Separated into eligible and
not eligible scheduled drugs

/i
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Medications NOT Eligible Scheduled Dosing

* Those that are generally non eligible for scheduled
times

= Stat drugs

* | oading dose

= One time dose for scheduled procedure

* Time sequenced doses for serum drug level
= PRN

= |[nvestigational drugs

I
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Medications ELIGIBLE for Scheduled Dosing

* Those prescribed on a repeated cycle of frequency

= Goal is to achieve a therapeutic blood level
— Dally
—~ BID
— TID, etc.

= Policy has standardized times so pharmacy knows
when to send to unit or nurse can assess VS or
review blood work

a
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Eligible Medications P&P

= P&P:

= First dose of medication
= Using judgment regarding next dose
* Retiming of missed or omitted doses

= Medications that can be given outside of their scheduled
dosing time

= Evaluation of the medication timing policy and
Including adherence rate

= Must track medication errors related to timing of
medications and include in the Pl process 'J_
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3 Time Frames for Administering Medication

Time Critical Medicine

== 1 hour before or after
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Time Critical Scheduled Medications

= 30 minute or 1-hour total window

= Medications where an early or late administration of
greater than thirty minutes might cause harm or have
significant, negative impact on the intended therapeutic or
pharmacological effect

= P&P must include whether these drugs are always time
critical

= Examples: Antibiotics, Anticoagulants, Insulin,
Anticonvulsants, Immunosuppressive agents, Non-IV Pain
medication, medication more frequently than every 4
hours, and administered within a specified period of time
In the order 'ﬁ
|
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Non-Critical Scheduled Medications

= Non-time-critical scheduled medications

= Medications for which a longer or shorter interval of time
since the prior dose does not significantly change the
medication’s therapeutic effect or otherwise cause harm

= Medications given once daily, weekly, or monthly

— May be given within 2 hours before/after not to exceed 4 hours
(such as Allegra once a day)

= Medications scheduled more frequently than daily but less
than every 4 hours — bid, tid

— May be given 1 hour before/after for window not to exceed 2 hours

s
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Missed or Late Administration

= Policy must include:

= Action to take if missed or not given in permitted window
of time

— Missed dose may be due to
— Patient out of the department
— Patient refusal

— Medication not available or other reasons

= Parameters of when nursing staff may use own judgment
on the rescheduling of late or missed dosed

* Missed/late doses must be reported to the attending

physician Ijh
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= We have instituted specific policies and procedures
regarding monitoring of patients receiving IV opioids

= Yes
= No

= Prefer not to answer

I
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Assessment & Monitoring of Patients

= Patients on opioid medications need to be carefully
monitored

= May need clinical and lab data to evaluate medication

= Monitor respiratory status, pulse ox, BP, end tidal CO2
with patients on certain opioids e.g., IV, post op, self
administered

= Evaluate clinical signs: confusion, agitation, unsteady gait,
itching, low pulse, slow respiration etc.

= Know high risk medications policy and safe practices

= Know risk factors for adverse drug event: liver or kidney
failure, history of sleep apnea, obesity, smoking, drug IF
drug interaction and first-time medication use

NASH HEALTHCARE
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Assessment & Monitoring of Patients

= ADE, such as anaphylaxis or opioid-induced
respiratory depression may require timely and
appropriate

= Post-medication monitoring in case of a high alert
medication may Include regular assessment of VS,
pulse ox, and sedation levels of post surgery patient
on PCA

* Richmond agitation sedation scale (RASS)

= Pasero Opioid-Induced sedation scale (POSS)

* |[nova Sedation Scale (ISS) Iﬂ
P
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Staff and Patients

= Staff - expected to include patient reports of his
experience with medication’s effect

= Patient — Instructed to notify nurse If there Is
difficulty breathing or a reaction to the medication

= Need P&P to address the manner and frequency of
monitoring

= P&P should include information to be communicated at
shift change

» Plus — patient'’s risk factors

s
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Survey Procedures

= Verify
= Method for administration of drugs
= P&P are approved by medical staff

= P&P identifies who Is authorized to administer
medications

= Nursing practicing within scope of practice

= If others administering — are they within Federal, State
laws scope of practice bylaws, R&R

#
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Survey — continued

= Verify if P&P address

= Timing of administration

= Medications eligible/not eligible for dosing times

= Established total windows of time for administration
= Review records — per orders

= Observe preparation and administration
= Confirm 5 Rights
= Patients addressed and monitored
= Staff aware of what to do with ADEs 'J_

NASH HEALTHCARE
NNNNNNNNNN



Survey — continued

= Will interview staff
* Understanding of policies on timeliness of administration
= |f able to identify time-critical and non-time critical

= |dentify medications not eligible for scheduled dosing
times

= Describe requirement for timing of time-critical and non-
time critical

#
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Don’t Forget IV Push Medicine Guidelines

ISMP

Safe Practice
Guidelines for
Adult IV Push
Medications

A compilation of safe practices from the
ISMP Adult IV Push Medication Safety Summit

Remember; CMS says you have to follow
standards of care and specifically mentions the e R s CanuliS

ISMP so surveyor can cite you if you do not
follow this. ISP

INSTITUTE FOR SAFE MERCATION PREACTICES
NASH HEALTHCARE
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Safe Injection Practices

* Must ensure staff follow SOP to prevent HAI related to
medication preparation including CSP

= Assessed under infection control section

= Compounded sterile preparations (CSP) can cause HAI
If proper precautions not followed such as USP 797,
USP 800 standards
= Nurses may prepare sterile medication for Immediate use

— Need competency, P&P.

a
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Compounding — Labeling

* Must label unless — prepare and immediately
administer

» Label must include:
= Patient identification
= Name and amount of ingredients
= Name or initial of person who prepared it

= Exact one hour BUD

T ‘ i

/i
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Physician Order

*Orders must be documented and signed

» By practitioner authorized to write orders
—Per State law
—Hospital policy
—And is responsible for care of patient
=Can be documented signed by other practitioners if:
= Acting in scope of practice
= State law
"P&P

*MS bylaws/ R/R 'h
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Preprinted Order Sets

* Must date and time when the order set is sighed

= Must indicate on last page the total number of pages in
the order set — “page 3 of 3"

= To strike out something, delete or add order on blank line
— physician needs to initial each place

= Add this to the MR audit sheet to make sure there is compliance

= Standing orders must address well-defined clinical
scenarios involving medication

* Refers to tag 457 and 450 for more information

s
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Verbal Orders A407

*|f used — are to be used infrequently

* Patient safety issue — pose increased risk of
miscommunication — medication error

*Only used
= Meet care needs of patient

=\When impossible or impractical for ordering practitioner to
write to order or enter it electronically

—Surgeon scrubbed into surgery
—Practitioner with a patient or driving into hospital

= Never for practitioner convenience

NASH HEALTHCARE
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Policies and Procedures

*Requirements:

* Describe situations in which they can be used and
limitations

—Not for chemotherapy

= Establish the identity and author of all orders

—Regulation broadens category of practitioners who can sign orders
off such as PA or NP

= List the elements for a complete VO

—Patient name — drug — dose — frequency — person giving and person
taking order, etc.

= Protocols for clear and effective communications and
verification of verbal orders IJ_
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Signing Off

*Follow any state law for time period to sign off such
as 24 or 48 hours

= Many hospitals without a state law can choose to have
signed off but must be less than 30 days

= Aim for ASAP

= Still sign name and date and time the order

#
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Who Can Accept Verbal Orders A408

=Verbal orders must only be accepted
* Persons authorized per policy

= Consistent with Federal and State law

*Person taking VO must document it
=\Write it down and repeat it back
= Any physician on the case can sign off any VO

» Practice must be addressed in the hospital’s P&P

a
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Signing Off Verbal Orders

*Orders may be documented and signed off by other
practitioners if:

= Acting within State law
= Scope of practice
* Hospital policies

= Medical staff bylaws, rules and regulations
=Exception — influenza and pneumococcal
=Same information as in Tag 406

a
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Blood Transfusions and Vs 410 (2020)

=Standard: Blood transfusions and IV medications
must be administered per state law and MS P&P

= Previously - required special training and long list of items
nurses had to be trained on

= CMS eliminated mandating training for non-physicians
who administer IV medication and blood and blood
products

= Training already standard practice — but must still be
competent in those areas

s
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Blood Transfusions

= Confirm correct patient
= Verify correct blood product

= Standard calls for two qualified persons, one who Is
administering the transfusion

= TJC allows for 1 person with bar coding
= Document monitoring

= P&P — how frequent you monitor the patient and do
vital signs

= How to identify and treat and report any adverse '
transfusion reaction P
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Staff Competency - Evidence

* Blood transfusion:
* Blood components
= Administration policy
= National standards of practice
= Patient monitoring requirements including frequency
= Documentation

= Verifying correct blood and patient

I
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Post-Operative Oploids

= Must be monitored vigilantly via serial assessments
= Must have P&P:

= Process for assessment
= Results of assessment

= Monitoring frequency and duration
= What monitored i

= Methods used to monitor




Risk Factors in Patients Receiving Opioids

= Snoring = Longer length of time

« History of sleep apnea rec_eiving general anesthesia
during surgery

= No recent opioid use or first-

time use of IV opioids = Recelving other sedating

drugs:
* Increased opioid dose = Benzodiazepines
requirement or opioid - .
: : = Antihistamines
habituation

= Sedatives

= Pre-existing pulmonary or
gp y = Other CNS depressants

cardiac disease

* Thoracic/ surgical incisions
that may impair breathing IP
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For Information — Not Required/Not to be Cited

Institute for Safe Medication Practices Guidelines for PCA Moniforing

Assessment of Opioid
Tolerance

Vital
Signs

Pain

Sedation

Respiratory

Rate

Quality

SPO,* &/or
ETCO,*>

Baseline Assessment before
PCA

X

X

X

X

X

X

PCA Initiation or Change in
Drug/Syringe
Q 15 minutes x 1 hour
O 1 hour x 4 hours
Then Q 2 hours

X

X

X

X

X

X

PCA Dose Change or Bolus
Q 1 hour x 4 hours
Then Q 2 hours

X

X

X

X

X

X

Adverse Event or Patient

Deterioration (e.g., adverse

change in sedation score)
Q 15 minutes x 1 hour
Q 1 hour x 4 hours
Then Q 2 hours

X

X

X

X

X

X

Hand-offs/Shift Change

X

X

X

X

X

X

Institute for Safe Medication Practices (ISMP), Medication Safety Alert — Fatal PCA Adverse Events Continue fo happen ... Better
Patient Monitoring is Essential to Prevent Harm. May 30, 2013 ISMP adapted these recommendations from the San Diego

Patient Safety Council
-

SPO,: Saturation of peripheral oxygen via pulse oximetry




Survey Procedures

= Will interview nursing staff who administer IV
medications and blood

= Venipuncture techniques

= Safe medication practices

= Maintaining fluid and electrolyte balance

= Patient assessment, monitoring and intervention
= Safe blood administration

= Will compare P&P to observations of care delivery

a
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Reporting Reactions and Errors 411 (2020)

= Must be procedure for reporting transfusion
reactions, adverse drug reactions and errors in
administration of drugs

=Survey procedure - request procedure for reporting

= May review the incident reports or other documentation
through QAPI program

= Must have a hospital P&P for reporting transfusion
reactions — such as an incident reporting system

= See tag number 508 in pharmacy

s
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ADE and Drug Administration

* Mentions similar standard in pharmacy — tag A508

= Ensure all drug errors and ADE are reported
* Includes any blood transfusions AE
» Discusses symptoms of a transfusion reaction

= Need P&P for internal reporting of transfusion
reactions — could be life threatening

* Must be immediately reported to the practitioner
responsible for the patient’s care and documented in
the medical record and report to QAP

NNNNNNNNNN



BREAK

J
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= \We allow self-administration of medications with the
following requirements — select all that apply

= Only medications the patient has brought in

= After assessment by nurses as to patient’s ability to safely
self-administer

= Only under direct observation of a nurse

= After education on use and required notice to the nurse
after self-administration

= \We do not allow self-administration of medications

s

NASH HEALTHCARE
NNNNNNNNNN



Self Administration of Medication A412

» Standard: Hospital may allow a patient or caregiver
to self administer both hospital-issued medication
and the medication the patient brought from home

= As specified in the hospital P&P

= PCA Is considered a self-administered medication

= Add to the education of your nursing and pharmacy
staff

s
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Self Administration of Medication A412

= Must have an order

= Must make sure patient is competent to do

= Must educate the patient / care giver

* P&P must address security of medication for each
patient

= Must document in the MR — patient must let nurse
know when self-administered

= Visually inspect medication for integrity

a
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OIG Report June 2019
Compounding and Outsourcing
Facilities



http://www.fiercehealthcare.com/story/hospitals-try-head-falls-risk-assessments-fall-prevention-classes/2016-01-12

Previous OIG Report — 2015

= Surveyor may review the contracts of the stand-
alone compounding pharmacy

* Includes surveyors from accrediting organizations
— TJC, DNV, AOA (AAHHS) HFAP, and CIHQ

= Surveyors will likely be more aware of standards
with additional training and more likely to discover if
hospital is not doing safe compounding practices

* Discussed the 64 deaths from the fungal meningitis case
from NECC 2012

= Made 55 recommendations on overseeing CSPs in 1
hospitals IF
|
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Pharmaceutical Services







CMS Antimicrobial Stewardship Program

» Hospital required to develop and maintain ASP to
Improve prescribing and to reduce C-diff risk

= ASP must be active and hospital wide to prevent
and control HAI and to optimize antibiotic use

* Program must demonstrate and adhere to nationally
recognized standards to decrease antibiotic
resistance

= Must use best practices related to antibiotic use

= Specifically mentions SHEA, IDSA and CDC guidelines
(APIC also important) /
A
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TJC Antibiotic Stewardship Program

= Standards effective January 1, 2017*
= Added new Medication Management standard
= MM.09.01.01

= TJC shows a commitment to
= Slow the emergence of antibiotic resistance bacteria
* Detect resistant strains

* Prevent the spread of resistant infections

— CDC says 20-50% of all antibiotics in the US are unnecessary

a

NASH HEALTHCARE
NNNNNNNNNN



CDC Core Elements of an ASP

= Updated November 2019

* Provides examples of leadership commitment to the
ASP

= Highlights the priority interventions and process
measures

* Emphasizes the key role of the pharmacists and
nurse in improving antibiotic use

= 85% of hospitals reported compliance with all 7 of
the core elements in 2018

= This was up 41% from 2014 'P
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IHtI'OdU.CthH Introduction

Antibiotics have transformed the practice of medicine, making once lethal
infections readily treatable and making other medical advances, like cancer
chemotherapy and organ transplants, possible. Prompt initiation of
antibiotics to treat infections reduces morbidity and save lives, for
example, in cases of sepsis (1). However, about 30% of all antibiotics
prescribed in U.S. acute care hospitals are either unnecessary or Refararices
suboptimal (2, 3).

Summary of Updates

CDC Efforts to Support Antibiotic
Stewardship

www.cdc.gov/antibiotic-use/core-elements/hospital.html

The Core Elements of Hospital Antibiotic Stewardship Programs, 2019 I8 [PDF - 40 pages]

Antibiotic Stewardship Program Assessment Tool (Print Only) I8 [PDF - 8 pages]

What's New in the Core Elements of Hospital Antibiotic Stewardship
Programs, 2019[Video - 5:24]

|
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Hospital Pharmacy CoPs




References to USP

= USP 747 changes were to be implemented December
2019 but delayed

= Also because of changes and additions such as USP 800
on hazardous medications

= CMS decided NOT to include in the manuals detailed
requirements of the USP requirements

@

Medical & Science

USP/NF

United States Pharmacopeia and
National Formulary

A
mre—— by acronymsandslang.com R "P
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References to USP

* |nstead: requires compliance with

* Federal and state law
= Generally accepted standards of practice

= Guidelines issued by nationally recognized professional
organizations

= Avoids having to go back and change the manual
every time there are USP changes

a
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Pharmaceutical Services A489

=Standard: Hospital must have a pharmacy to meet
the patient’s needs and need to promote safe
medication use process

*Must be directed by registered pharmacist or drug
storage area under competent supervision

*Medical Staff (such as the MEC) Is responsible for
developing P&P to minimize drug error

*Function may be delegated to the pharmacy service

NNNNNNNNNN



Meet Needs of the Patients

= Standard: The hospital must have pharmacy
services that meet the needs of the patients

* Includes providing medication related information to staff

= Scope and complexity of services Is consistent with
volume and types of patients served

= [f reports of frequent delays — surveyor will talk
further with the pharmacy director

= Surveyor will ask how hospital has determined that
the services meet the needs of patients
i
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P&P and Drug Storage

= Standard: The MS is responsible for developing
P&P that minimize drug errors

= This function can be delegated to the pharmacy

= Many P&Ps required

= Standard: The pharmacy or drug storage area must
be administered in accordance with accepted
professional principles

—TJC MM 03.01.01
— A problematic CMS standard

s
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Pharmacy Management

*Must ensure safe and appropriate
* Procurement
= Storage
* Preparation
* Dispensing
=Use
= Tracking
= Control

* Disposal of medications
—Includes medication devices '#
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Pharmacy Principles

*"Includes compliance with

= State laws — pharmacy laws

* Federal regulations — USP 797, 795, USP 800 hazardous
drugs, DEA

= Standards by nationally recognized organizations
—ASHP, FDA, NIH, USP, ISMP, etc.

I
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USP 800 Hazardous Drugs in Hospitals

= Effective for hospitals effective December 2019

» Hospitals that handle drugs identified as hazardous

or potentially

= Done to help

nazardous by NIOSH

orotect healthcare workers

= For more information: to www.usp.org/news/usp-
publishes-standard-handling-hazardous-drugs-healthcare-

settings

= FAQ at www.usp.org/frequently-asked-
guestions/hazardous-drugs-handling-healthcare-settings

s
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NIOSH Hazardous Drugs

= NIOSH reviewed 180 drugs that received new
special warnings (usually black box warnings)

= Found 26 added to the list

= Removed 15 drugs that are no longer available in the ED

* Published proposed list in 2018 but still waiting with 5
category system

» Updated in 2016
= 2020 proposed changes added 7 medications

a
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P&P and Drug Storage

= May use unit dose, floor stock, individual
prescriptions or a combination

= Hospitals with drug storage areas only must use
ore-packaged drugs that require no further
oreparation

*MS (Medical Executive Committee) is responsible
for P&Ps but can delegate it to pharmacy

*Hospital must review P&P periodically and revise

= Date policy to show last review and
= Include sources — CMS CoP - TJC standard I1F
'!
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P&P and Drug Storage Requirements
* Must train staff on P&Ps

= Must monitor to ensure P&Ps are being followed

= P&Ps for Minimizing Drug Errors

= Need to take steps to prevent, identify, and minimize drug
errors

= This includes ensuring that the pharmacy process
conforms to accepted standards of pharmacy practice

= Proactively identify and review Adverse Drug Events

= Be aware of external alerts to real/potential pharmacy-
related problems in the hospital 'P
|
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P&Ps for Minimizing Drug Errors

= Many organization issues sentinel event alerts or
alerts

= Such as Joint Commission, ISMP, FDA, IHI, AHRQ, Med
Watch, NCCMER, PaPSA, etc.

= If medication management committee can assign each to
one of the members to report at monthly meeting

* Has a list of policies that are expected to be
addressed

a
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High Alert Medications
* LASA meds

* Meds with narrow therapeutic range
(Warfarin)

= Psychotherapeutic medications

=\Ways to minimize errors
—Dosing limits
—Packaging
—Guidelines
—Labeling and storage (TJC MM.01.01.03)
—ISMP/USP have lists

&
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High Alert How to Guide IHI

k03

1040172005

PROTECTING

FROoOM HARM

Getting Started Kit:

Prevent Harm from
High-Alert Medications

How-to Guide

A national initiative led by IHI, the 5 dMillion Lives Campaign aims to dramatically improve the quality of Armerican health care
by protecting patients from five million incidents of medical hamm between Decermber 2006 and December 2008, The How-to

www.ihi.org/N R/rdonIyres/8BZ475CD-5607-4D9B-8359-801F3C03A8D5/0/HighAIertMedicationsHowToGuide.d#
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Required Policies and Procedures

= Must follow standards of practice for all
compounding, packaging, dispensing, and drug
disposal

= ASHP has sterile compounding resource center*

= P&P to ensure investigational meds are safely
controlled and administered

= Written process to approve, review, supervise, and
monitor investigational drugs

= Pharmacy must control storage, dispensing, and labeling

s
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Required Policies and Procedures — continued

= Standardize equipment and medication related
devices

= Limit general-purpose infusion pumps to one or two
= Avallability of up-to-date medication information
*Pharmacist on call if not open 24 hours
*“Resume previous orders” prohibited

= Patient specific information that should be readily
available

= TJC specifies IP
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Standardize Rx & Communication Practices 491

= Avoid dangerous abbreviations (TJC IM.02.02.01)

=All elements of order: dose, strength, route, units,
rate, frequency

= Alert system for sound alike/look alike
= TJC standard MM.04.01.01 and NPSG.03.03.01
= USP has website to check LASA drugs

=Use of facility approved pre-printed order sheets
whenever possible

s
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FDA and ISMP List Look-Alike Drug Names

= https://www.ismp.org/sites/default/files/attachments/2017-11/tallmanletters.pdf

Institute for Safe Medication Practices

FDA and ISMP Lists of
Look-Alike Drug Names with Recommended Tall Man Letters

Since 2008, ISMP has maintained a list of drug name pairs and trios with
recommended, bolded tall man (uppercase) letters to help draw
attention to the dissimilarities in look-alike drug names. The list includes
mostly generic-generic drug name pairs, aithough a few brand-brand or
brand-generic name pairs are included. The US Food and Drug
Administration (FDA) list of drug with r ded tall man
letters was initiated in 2001 with the agency's Name Differentiation

Project (www.ismp.ora/sc?id=520).

While numerous studies between 2000 and 2016 have demonstrated the ability of tall
man letters alone or in conjunction with other text enhancements to improve the ac-
curacy of drug name perception and reduce errors due to drug name similarity, ' some
studies have suggested that the strategy is ineffective.” 2 The evidence is mixed due
in large part to methodological differences and significant study limitations. Never-
theless, while gaps still exist in our full understanding of the role of tall man
lettering in the clinical setting, there is sufficient evidence 1o suggest that this
simple and straightforward technigue is worth implementing as one among nu-
merous strategies to mitigate the risk of errors due to similar drug names. To
await irrefutable, scientific proof of effectiveness minimizes and undervalues
the study findings and anecdotal evidence available today'® that support this
important risk-reduction strategy. As such, the use of tall man letters has been
endorsed by ISMP, The Joint Commission (recommended but not required), the
US Food and Drug Administration (as part of its Name Differentiation Project),

Table 1 provides an alphabetized list of FDA-approved established drug
names with recommended tall man letters.

Tahle 2 provides an alphabetized list of additional drug names with recom-
mendations from ISMP regarding the use and placement of tall man
letters. This is not an official list approved by FDA. It is intended for
voluntary use by healthcare practitioners, drug information vendors, and
medication technology vendors. Any product label changes by manufac-
turers require FDA approval.

To promote standardization regarding which letters to present in uppercase,
ISMP follows a tested methodology whenever pessible called the CD3
rule.™ The methodology suggests working from the left of the drug name
first by capitalizing all the ch s to the right once 2 or more dissimilar
letters are encountered, and then, working from the right, returning 2 or
more letters common to both words to lowercase letters. When the rule
cannot be applied because there are no common letters on the right side
of the name, the methodology suggests capitalizing the central part of the
word only. When application of this rule fails to lead to the best tall man
lettering option (e.g., makes names appear too similar, makes names hard
to read based on pronunciation), an alternative option is considered.

ISMP suggests that the bolded, tall man lettering scheme provided by

as well as other national and intemati including the World FDA and ISMP for the drug name pairs listed in Tables 1 and 2 be
Health Organization and the | ional Medication Safety N ik (IMSN). . foll d to p: 1 Y- continued on next page >
Table 1. FOA-Approved List of Generic Drug Names with Tall Man Letters
Drug Name With Tall Man Letters Confused With
acetaZOLAMIDE acetoHEXAMIDE
acetoHEXAMIDE acetaZOLAMIDE
buPROPion busPlRane
busPlRone buPROPon
chiorproMAZINE chiorproPAMIDE
chiorproPAMIDE chlorproMAZINE
clomiPHENE clomiPRAMINE
clomiPRAMINE clomPHENE
cycloSERINE cycloSPORINE
cycloSPORINE cyclkSERINE

NASH HEALTHCARE
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https://www.ismp.org/sites/default/files/attachments/2017-11/tallmanletters.pdf

v ' Hslilulc f:)r Safe A\lcdiﬁﬁcﬁces

his list of confused drug names, which includes look-alike and

sound-alike name pairs, consists of those name pairs that have

been published in the ISMP Medication Safety Alert”™ and the
ISMP Medication Safety Alert” Community/Ambulatory Care Edition.
Events involving these medications were reported to ISMP through
either the ISMP National Medication Errors Reporting Program (ISMP
MERP) or ISMP National Vaccine Errors Reporting Program (ISMP

VERP). We hope you will use this list to determine which medications

ISMP’s List of Confused Drug Names

require special safeguards to reduce the risk of emors. This may

include strategies such as: using

beth the brand and generic names on

prescriptions and labels; including the purpose of the medication on
prescriptions; configuring computer selection screens to prevent look-
alike names from appearing consecutively; and changing the appear-
ance of look-alike product names to draw attention to their dissimilari-
ties. Both the FDA-approved and the ISMP-recommended tall man
(mixed case) letters have been included in the list below.

Updated February 2015
Confused Drug Name ) T
Abelcet amphotericin B
Accupril Aciphex aMILoride amLODIPine
acetaZOLAMIDE acetoHEXAMIDE amigdarone amantadine
acetic acid for irrigation glacial acetic acid amL0DIPine aMiLonde
acetoHEXAMIDE acetaZOLAMIDE amphatericin B Abelcet
Aciphex Accupril amphgtericin B Ambisome
Aciphex Aricept Anacin Anacin-3
Activase Cathflo Activase Anacin-3 Anacin
Activase ThKase antacid Atacand
Actonel Actos Anficsanuénnt Cirate Dextrose Sohution Fonmida A|  Anticoagulant Sedium Citrate Solution
Actos Actonel Anticoaguiant Sedium Citrate Solution [Anticeaguiant Citrate Dextrese Salution Formada A
Adacel (Tdap) Daptacel (D1aP) Antivert Axert
Adderall Inderal Anzemet Avandamet
Adderall Adderall XR Apidra Spiriva
Adderall XR Adderall Apresoline Priscoline
ade-trastuzumab emtansine trastuzumab argatroban Aggrastat
Advair Advicor argatroban Orgaran
Advicor Advair Ancept Aciphex
Advicor Altocor Aricept Azilect
Afnin (oxymetazofing) Afrin (saline) ARIPiprazoie proton pumg inhsbitors
Afrin (saline) Afnn (oxymetazoline) ARIPiprazoie RABEprazgie
Aggrastat argatroban Asista AH (absorhable hemostatic agent) Arixtra
Aldara Alora Arixtra Arista AH (absorbable hemestatic agent)
Akeran Leukeran Asacol Os-Cal
Akeran Myleran Atacand antacid
Allegra (fexofenadine) Alegra AntHich Cream (dpheriyarAMINE/ deroin) atomoxeting atorvastatin
Allegra Viagra atorvastatin atomoxetine
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QAPI and Reporting of Events

*|ntegrated into the hospital wide QAPI

* Flag new types of mistakes and

= Continue to improve P&Ps as well as analyze errors and
ADEs

—RCA (systematic analysis) and FMEA are two tools

=\oluntary, non-punitive reporting system to monitor
and report adverse drug events

= System analysis theory — most errors are a system
problem and not due to bad practitioner

= Many hospitals balance with Just Culture |
= TJC has the same standard IP
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Alerts and Recalls

= Monitor drug alerts and recalls

* Incorporate external alerts and recommendations
from national associations and governmental
agencies

= Need to revise policies

= CMS says hospital should consider ISMP, NCCMERP,
FDA, and MedWatch Program

= FDA — list of drug recalls and can sign up to receive
alerts

= ASHP - resources on drug shortages and guidelinwb
|

NASH HEALTHCARE
NNNNNNNNNN



Weight-Based Dosing

=|dentification of weight-based dosing for pediatric
populations

= May also require weights for elderly patients in renal
failure on antibiotics

=\Weigh babies in grams
=\Weligh children in kg and not pounds or both

=\Weight based charts may help prevent medication errors
In high-risk medications

a
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Use Kg and Not Pounds for Children

Acetaminophen Dosing Chart

Al:etalni.nuphen Infants" Children™s Children™s Jumior Stren ot Audualt
(Twvlenol) Comncentrated Buspensionm Soft Chews T heewealb e Regular
Dose cvery < to 6 howurs Drops L bgpueriad Chowaklc LSO ey sl Strength
Adaximium 5 doses in B gl OE mil. LG g ¥ ol oo i ADE ooy S
2 Ionars (L‘fﬁﬁﬁul
coopper poavided) Teasgesoor (LSl Takles Tabbet Tablket
Wieight Age
G111 lkes O0-3 s Ve =< ml.
1EZ-17T Lk -1 1 rmos 1 = .3 mnd. b )
18-23% b= 1 X3 o L b2 = DB+ O.dmd 34 tsp
24 35 b= -3 wrs 1=0F + 0= mL 1 esgs 2 1
36-47T b= 4-5 wvr= 1 ¥ isp 3 1 ¥
SHE-=1 lbs H-H wvr=s 2 isp -+ 2
HBil-7T1 Ib= Q-1 wr= 2V sp ] 2 ¥ 1
TIZ-U5 b= 11 vrs 3 isp =3 3 1 L5
e lhes 4 12 wors + = isgy = 4 =
-
Ibuprofen Dosing Chart
Ihupr\nfen Infanis” Children™= Children™s Jwumiowr Suchuale
(PAotrin . Sadwily Coamscentratecd SS PeCTESion Chears Sercr g Rcogular
Chose every & o B howurs Drops L iquaid Chewahble LOHE mg each Strength
Afaxinner ¥ doses in 2<F hopes |[S0med 125 mil LOMP el 5 enll 50 mg cach 200 gz cach
Dropgperful Teaspoon
(lise oy the dnopgper (LSl Tablct Taklct Tablct
v =l
L' nder 6 arraas Consalr ¥Voer Child s Provider
WWeighe Aome
I1Z-17 lhs G—1 I meos 1=1_25 mlL
I5-23 lhs 1>-23 meos 1 ¥ =1_H75 mlL
Z4-35 lhs=s 2-3 yr= 1 i=p =
A5H-A47T lhs 4-5 wyr= 1 5% t=p 3
SE-5% lhs G-H yr= 2 is=p =4 2
71 lhs Q-1 yws 2 ¥ isp 5 2 W
T2-95 lhs 11 wrs 3 t=p 2] 3
o lhs + 12 wrs = 4 i=p = -4 =2

=
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Pharmacist JAViRS

=Standard: Must have pharmacy directed by a
registered pharmacist or a drug storage under
competent supervision

= If has drug storage area instead of pharmacy still need to
be under the direction of the pharmacist

=Standard: Must have pharmacist to develop,
supervise, and coordinate activities of pharmacy

= Can be part time, full time or consulting

= Must have documented training or expertise in hospital
pharmacy practice and management
Ia
P
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Pharmacy Director

= Need written criteria for qualifications of the
pharmacy director in accordance with scope of
service

* Include responsible for supervision and coordination of all
pharmacy services

= Can be via regular visits or telecommunications

* Include active leadership of committees responsible for
medication P&Ps

= Some small hospitals may not have a pharmacy

= Use a drug storage area for dispensing pre-packaged

drugs IP
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Pharmacy Staff A493

» Standard: Must have adequate number of
pharmacy staff to ensure quality pharmaceutical
services

* Include emergency services

= Enough to meet the needs of the patient

= Must have sufficient staff in types, numbers, and
training 24/7

= Must
comp

= Must

nave enough staff based on the scope and

exity of the hospita

participate in QAPI

'S pharmaceutical services

orogram Iﬁ
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= Our internal controls provide thorough tracking of all
medications including controlled/scheduled
medications.

= Yes
= No

= Prefer not to answer

/i
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Pharmacy Records A494

=Standard: Keep accurate records of receipt and
disposition of all scheduled drugs

= Records must be current and accurate

= Must trace movement of scheduled drugs throughout the
service

= Pharmacist must make sure records are reconciled

*Need policy to minimize drug diversion

a
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Pharmacy Delivery of Service A500 2020

= Standard: Drugs and biologicals must be controlled
and distributed in accordance with federal and state
law and standards of practice

* To prevent unauthorized use and distribution of
medications

= To provide for an accounting of the receipt and
distribution of drugs

= Drugs subject to the Comprehensive Drug Abuse and Control
Act of 1970

= Law requires physical security of medications and strict record
keeping for certain types of drugs such as controlled

substances '1F

NASH HEALTHCARE
NNNNNNNNNN



First Dose Rule

= All medication orders must be reviewed by a
pharmacist before the first dose is dispensed

= Review of therapeutic appropriateness of medication
regime

= Therapeutic duplication

= Appropriateness of drug, dose, frequency, route and
method of administration

= Real or potential med-med, med-food, med-lab test, and
med-disease interactions

= Allergies or sensitivities and variation from organizational

criteria for use

NASH HEALTHCARE
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Monitoring Effects of Medication

* Must monitor medication effects as per policy to
minimize ADE

= Usually with anticoagulants and antibiotics
= May request a pharmacy to dose order

= Monitoring may include:
= Clinical or lab data to evaluate dose, toxicity, or ADE
= Physical signs and clinical symptoms
= Assess patient’s own perceptions about side effects

= References nursing standards on monitoring of patientir

NASH HEALTHCARE
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Compounding of Drugs A501 (2020)

= Standard: All compounding, packaging, and
disposal of drugs and biologicals must be under the
supervision of pharmacist

= Must be performed as required by state or federal law

= Must have P&P to ensure all drugs are prepared by
authorized staff

= Medications that need to be reconstituted or mixed
are considered compounded preparations
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Compounding of Drugs

= Compounded by pharmacy

* By manufacturer, registered outsourcing facility or
compounding pharmacies

= Must meet standards for safe compounding to
prevent contamination

*Drug Quality and Security Act (DQSA) has sections
related to compounding

" Provides for oversight of compounding of drugs

* Under Section 503B a compounder can becomein
outsourcing facility F
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Compounding and Federal Law

= Qutsourcing facility is at one location or address
and Is engaged in the compounding of human drugs

= Must register as one and
— Comply with requirements
— Be inspected by the FDA

— Provide adverse event information

I
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Non-Registered Outsourcing Facilities

= Compounding pharmacies not registered as
outsourcing facilities are called 503A pharmacies

* These pharmacies are generally subject to oversight by
the State Pharmacy board

= [f hospital gets compounded medications from
compounding pharmacy and not the manufacturer
or a registered compounding pharmacy

* Hospital must demonstrate that compounded medicines
have been prepared in accordance with SOC

o
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Medication Compounded by Hospital

= Only the pharmacy compounds or mixes all sterile
medications, IV mixtures or other drugs

= Except in an emergency or immediate administration

* Must be performed consistent with standards of
safe practice

= Sterile and non-sterile
compounding




Compounded by Hospital

= Compounded medication can result in
contamination and unintended variations in strength

= Microbial contamination and bacterial endotoxins
can be hazardous to patients

= CMS removed much of this section regarding
compounding

* CMS does not mention USP — hospitals need to
follow standards of care and practice which include
USP

s
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Locked Storage Areas A502 & A503

=Standard: Drugs and biologicals must be kept in a
secure and locked area (502)

=Standard: Schedule II-V drugs must be kept locked
In secure area (503)

= Considered a secure area if staff actively providing care

= Only authorized person can get access to locked areas

= P&P address self administration of drugs

= See tag 406 (drugs and biologicals) and 412 and 413 also
(self administered drugs) in nursing section
Ia
P
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Locked Storage Areas

= [f medication cart is in use and unlocked
= Someone with legal access must be close by

= Direct monitoring of the cart

—Nurse is passing meds otherwise locked and in secure area

* Need policy for safeguardlng transferring and
availlability of keys




Outdated or Mislabeled Drugs A505 (2020)

= Standard: Outdated, mislabeled or otherwise
unusable drugs and biologicals must not be
available for patient use

* Hospital has a system to prevent outdated or
mislabeled drugs being available for use

* Include drugs subject of a recall

* Drug can become unusable prior to expiration date

= If subject to conditions inconsistent with manufacturer’'s
labeling

s

NASH HEALTHCARE
NNNNNNNNNN



No Pharmacist on Duty A506

*If no pharmacist on duty
* Drugs must be removed from storage area

*Only by personnel designated in policies of MS and
pharmacy service

= Per state and federal law




Minimized and Eliminated Access

*Routine access to pharmacy by non-pharmacist for
access should be minimized and eliminated as much
as possible

= E.g., night cabinet for use by nurse supervisor
* Need process to get meds to patient if urgent or emergent need

= TJC does not allow nurse supervisor in pharmacy so would need
to call the on-call pharmacist

a
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Automatic Stop Orders

= Standard: Drugs not specifically prescribed as to
time and number must automatically be stopped

= After a reasonable time

= Commonly known as automatic stop orders

* Requirements:
= Must follow acceptable SOP
= MS & pharmacy services determine automatic stop orders
= Hospital must monitor and enforce

* EHR can have dose time parameters built into CPOE
screens IP
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Errors, Reactions & Incompatibilites A508

= Standard: Drug administration errors, adverse drug
reactions, and incompatibilities must be immediately
reported to the attending/designee physician

= |f appropriate also to the QAPI program

= Hospitals are required to ensure attending/designee
made immediately aware:

= Medication errors or drug errors
= Adverse drug reactions (ADRS)

= Drug incompatibilities (DI)

s
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Errors, ADRs, Incompatibilities

» Hospital staff are expected to use their best clinical
judgment in determining whether immediate
reporting Is required

* Based on patient’s presentation and assessment

= Must be done in accordance with the hospital P&P

= QAPI program must track and report medication
errors and near misses

= Must also track suspected ADRs

= To determine system errors and prevent future errors

s
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Hospital Policies & Procedures

* Hospital must establish P&P

= Reporting medication errors, ADRs, and incompatibilities
= Hospital:

= Must ensure staff aware of the reporting requirements

= Should add this information to orientation for new
employees

* Hospital should consider periodic education

#
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Medication Error Reporting

= Reporting Is not limited to

* The Food and Drug Administration’s (FDA) MedWatch
program

— http://www.fda.gov/Safety/MedWatch/default.ntm

* The Institute for Safe Medication Practices (ISMP)
Medication Errors Reporting Program (USP-ISMP MERP)

— https://www.ismp.org/orderforms/reporterrortoismp.asp

= Any reports required by any specific state law requirement

a
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= Our policies and procedures include steps to be
taken when there Is a question or concern with
diversion.

= Yes
= No

= Not sure

NASH HEALTHCARE
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Abuses and Losses

=Standard: Abuses and losses of controlled
substances must be reported pharmacist and CEO
and in accordance with any state or federal laws

=Surveyor

= Interview pharmacist to determine their understanding of
controlled substances policies

*Remember state board of
pharmacy rules on
abuses and losses




Information Available to Staff A510

= Standard: Information must be available to staff

= Drug interaction, side effects, toxicology, doses, indication
for use and routes of administration

= Pharmacy

= Must be a resource for medication related information to
optimize outcomes

= May assist staff with following medication related functions
— Collect specific information such as allergies, height, and weight

— Pharmacy therapeutic goals

s
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Pharmacy Can Help Staff

= |[dentify any problems such as drug-drug
Interactions or excessive doses

= Monitor and adjust dose based on lab values such
as Warfarin dosing

= Monitor the plan as needed

= Practitioner may write pharmacy to dose and would
calculate dose required

= CPOE may have build in functions for dosing &
Interactions

= Pharmacy responsible for accurate up to date informa’r?
|
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Information Available to Staff

= Have current resources — electronic or hard copy

* Pharmacist needs to be readily available by phone

= Respond to questions from nursing and other practitioners

= Surveyors will:
= Ask staff If needed reference material is available to them

= Ask nursing staff if reference material available when
monitoring patients for medication therapies

a
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Formulary A511

=Standard: Formulary system must be established
by the MS to ensure quality pharmaceuticals at
reasonable cost

*Formulary lists the drugs available

"Processes
= To monitor patient responses to newly added medication
= To approve and procure meds not on the list

= To address shortages and outages including
—Communication with staff
—Approving substitution and educating everyone ' P

—How to obtain medications in a disaster NASH HEALTHCARE
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Discussion

» Hospital C’s director of pharmacy noticed irregular —
multiple — wastage of Morphine in the CCU. The
waste usually occurs on the 6pm — 6am shift and
Involves one nurse per the medication log. The
pharmacist shared her concerns with the unit
charge nurse and hospital risk manager. Morphine
IS stored In a double-locked system and 2 persons
are required when controlled substances need
“‘wasting”. There is no video monitoring of the
narcotic drawer. The nurse in question had been
observed sleeping during work hours.

= What should or needs to be the next step. "F
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= Email questions to CMS:
= Critical Access Hospitals:

= gsoqg CAH@cms.hhs.gov

= Acute hospitals:

Sharon Courage
MPH, BSN, RN
Senior Consultant
978-880-0095

= gsog hospital@cms.hhs.qov

Email: Nashhealthcareconsulting.com/contact-us ’ﬁ
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mailto:qsog_hospital@cms.hhs.gov

APPENDIX

Resources and Internet Links
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Worksheet Links

= I[nfection Control:

= https://www.cms.qgov/medicare/provider-enrollment-and-
certification/surveycertificationgeninfo/downloads/survey-and-cert-letter-
15-12-attachment-1.pdf.

= Discharge Planning:

= https://www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/SurveyCertificationGeninfo/Downloads/Survey-and-Cert-
| etter-15-12-Attachment-3.pdf.

» QAPI:

= https://www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/SurveyCertificationGenlnfo/Downloads/Survey-and-Cert-
| etter-15-12-Attachment-2.pdf. #
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https://www.cms.gov/medicare/provider-enrollment-and-certification/surveycertificationgeninfo/downloads/survey-and-cert-letter-15-12-attachment-1.pdf
https://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/SurveyCertificationGenInfo/Downloads/Survey-and-Cert-Letter-15-12-Attachment-3.pdf
https://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/SurveyCertificationGenInfo/Downloads/Survey-and-Cert-Letter-15-12-Attachment-2.pdf

IHI Has Three Trigger Tools for ADEs

Rated by Users: Widaaw [+ Rate This )

#‘@ Trigger Taool for Measuring &dverse Drug Events (IHI Tool)

& method for using "triggers,” or clues, in patient records to
identify ADEs that may not hawve been reported through traditional
mechanism=); dewveloped by the Institute for Healthcare
Improvement (Boston, Massachusetts, USA) and Premier, Inc.
(San Diego, California, USA)

This item has not yet been rated ([ -+ Rate This )

www.ihi.org

Faediatric Trigger Tool for Measuring Adwverse Events (UK

versionl

Thi=s trigger tool i=s a structured case note review tool that
meazures the rate of harm (adverse event=s) in the organization
u=sing paediatric-specific triggers to identify adverse ewvents;
dewveloped by the Safer Care Team, MHS Institute for Innowvation
and Improvement (Cowventry, England].

This item has not yet been rated [+ Rate This |

Trigger Taool for Measuring Adwverse Drug Events in a Mental
Health Setting

This Trigger Tool, developed for use with mental health inpatients,
include= a list of known adwver=ze drug event triggers in mental
health =ettings and provides instructions for conducting a
retrospective review of patient record=s u=sing these triggers to |_
identify pos=sible ADE=s; dewveloped by the Institute for Healthcare

Improvement (Cambridge, Massachusetts, USA].

This item has not yet been rated [+ Rate This |

4 | Il | »
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javascript:MM_openBrWindow('/ihi/community/ratings/rateitem.aspx?contentId=WT9yfUu24Y9C4YoJAM62goclFP6JjDPouIRVnA1h7vT4Yic%2fx90Hcg%3d%3d&postingId=bVlyX2YWdXqrBg3IyC4Hw24guAIkSagoK%2b15l%2bd2vHtC0BrK%2bXzE4Q%3d%3d','emailpage','height=300,width=450')
http://www.ihi.org/IHI/Topics/PatientSafety/SafetyGeneral/Tools/Trigger+Tool+for+Measuring+Adverse+Drug+Events+%28IHI+Tool%29.htm
javascript:MM_openBrWindow('/ihi/community/ratings/rateitem.aspx?contentId=a79zC1yopSRxv2xI3HBq4a%2fX2RkTEEVKK4%2bH5%2bboZjT3pNRACv2GHw%3d%3d&postingId=bVlyX2YWdXqrBg3IyC4Hw24guAIkSagoK%2b15l%2bd2vHtC0BrK%2bXzE4Q%3d%3d','emailpage','height=300,width=450')
http://www.ihi.org/IHI/Topics/PatientSafety/SafetyGeneral/Tools/PaediatricTriggerToolUK.htm
http://www.ihi.org/IHI/Topics/PatientSafety/SafetyGeneral/Tools/PaediatricTriggerToolUK.htm
javascript:MM_openBrWindow('/ihi/community/ratings/rateitem.aspx?contentId=gBN8KSqT9LJ9okafj9Zd7yL9KisJzDT3NTe6AIVLHlVWbfM2pIok3Q%3d%3d&postingId=bVlyX2YWdXqrBg3IyC4Hw24guAIkSagoK%2b15l%2bd2vHtC0BrK%2bXzE4Q%3d%3d','emailpage','height=300,width=450')
http://www.ihi.org/IHI/Topics/PatientSafety/SafetyGeneral/Tools/TriggerToolMeasuringADEsinMentalHealthSetting.htm
http://www.ihi.org/IHI/Topics/PatientSafety/SafetyGeneral/Tools/TriggerToolMeasuringADEsinMentalHealthSetting.htm
javascript:MM_openBrWindow('/ihi/community/ratings/rateitem.aspx?contentId=ONtq%2bbQNUdF7MccGBtsyTjBf2aOpjvKBAyFxK0PHu1%2b0bmszbA8fxg%3d%3d&postingId=bVlyX2YWdXqrBg3IyC4Hw24guAIkSagoK%2b15l%2bd2vHtC0BrK%2bXzE4Q%3d%3d','emailpage','height=300,width=450')

New Tag Numbers

DEFPARTMENNT OF HEATLTH & HUMAN SERVICES
Centers for MMedicare & Medicaid Services

7500 Security Boulevard, Mail Stop C2-21-16
Baltimore, Maryland 21244-1850

CINVS

CENTERS FOR MEDMN-_ARE & MEDCAID SERVICES

Center for Clinical Standards and Quality/Quality, Safety & Owversight Group

Ref: QSO-20-07-ALL
DATE: December 20, 2019

TO: State Survey Agency Directors

FROM:  Director Site: shorturl.at/ryV78

Quality, Safety & Owversight Group

SUBJECT: Burden Reduction and Discharge Planning Final Rules Guidance and Process

Memorandum Summary

= On September 30, 2019, the Centers for Medicare & Medicaid Services (CMS) published
the Medicare and Medicaid Programs; Regularory Provisions ro Promote Program
Efficiency, Transparency, and Burden Reduction Final Rule, as well as the Revisions ro
Reguirements _for Discharge Planning for Hospitals, Critical Access Hospitals, and Home
Health Agencies Final Rule.

e This policy memorandum provides guidance to the CMS Regional Offices (ROs). the
State Survey Agencies (SAs) and the Accrediting Organizations (AOs) regarding the
changes to the regulations and our approach for updating the State Operations Manual
(SOM) and applicable surveyor systems.

Background

On September 30, 2019, CMS published two final rales which revised regulatory requirements f
for the various certified provider and supplier types. ’

The two final rules are as follows:

NASH HEALTHCARE
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Hospital Improvement New Law  s93 pages

This document is scheduled to be published in the
Federal Register on 09/30/2019 and available online at
https://federalregister.gow/d/2019-20736, and on govinfo.gow

ht'[pS //fed eral reg iSter.g OV/d/2019'20736, [Billing Code: 4120-01-P]

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Centers for Medicare & Medicaid Services

42 CFR Parts 403, 416, 418, 441, 460, 482, 483, 484, 485, 4806, 488, 491, and 494
[CAVIS-3346-TF; CMS-3334-F;: CMS-3295-T]

RIN 0938-AT23

Medicare and Medicaid Programs: Regulatory Provisions to Promote Program Efficiency.
Transparency. and Burden Reduction: Fire Safetyv Requirements for Certain Dialysis
Facilities: Hospital and Critical Access Hospital (CAH) Changes to Promote Innovation.
Flexibilityv. and Improvement in Patient Care

AGENCY: Centers for Medicare & Medicaid Services (CMS). HHS.

ACTION: Final mule.

SUMNMARY: This final rule reforms Medicare regulations that are identified as unnecessary.

obsolete. or excessively burdensome on health care providers and suppliers. This final rule also

—=m
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Sign Up To Get Drug Shortage Information

C i ) U.S. Food and Drug Administration
r A Protecting and Promoting Your Health

https://public.govdelivery.com/accounts/USFDA/subs
Email Updates criber/new?pop=t&topic_id=USFDA 22

Welcome to the U.S. Food & Drug Administration (FDA) free e-mail subscription service. When you
subscribe to this service, you will receive an e-mail message each time there is an update on the FDA

page(s) vou select.

To subscribe to this service or update your subscriber preferences, please enter your e-mail adddress
below. You may change vour subscriber preferences or cancel yvour subscription at any time.

11

We have a strict privacy policy. FDA does not collect personally identifiable information other than vour
e-mail address which is needed in order to provide the service. FDA will not use or share your e-mail
address for any other purpose. The GovDelivery service FDA employs to provide this e-mail
subscription service 15 not a government entity. Information you provide may be made available to
GovDelivery and other non-governmental parties.

Email Address *

[Su brmit ][Eancel ]

Your contact information is used to deliver requested updates or to access your subscriber preferences.- ]

Privacy Policy - Help -
..
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http://www.fda.gov/
http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/default.htm
http://www.fda.gov/privacy.html
http://knowledge.govdelivery.com/x/DQBW

Standards of Practice

Accepted Standards of Practice

Hospital policies and procedures for the preparation and administration of all drugs and
biologicals must not only comply with all applicable Federal and State laws, but also
must be consistent with accepted standards of practice based on guidelines or
recommendations issued by nationally recognized organizations with expertise in
medication preparation and administration. Examples of such organizations include, but
are not limited to:

e American Society of Health-System Pharmacists
(http://www .ashp.org/default.aspx)

« Infusion Nurses Society (http://www.insl.org)

» Institute for Safe Medication Practices (www.ismp.ore)

« National Coordinating Council for Medication Error Reporting and Prevention
(www.ncemerp.org)

« U.S Pharmacopeia (www.usp.org)

-/
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ISMP Institute for Safe Medication Practices

T CHEERS ABOUT CONTACT NEWS SUPPORT
m /www.ismp.org

ratitute far Safe Medication Practices

»
Information for conaumers ([

Consulting and Education Tools and Resources Publications and Alerts Error Reporting

A Safer World by Preventing Medication Errors

For over 30 years, ISMP has been a global leader in patient safety as the first
non-profit organization dedicated to the collaborative development,
education, and advocacy of safe medication practices.

Upcoming Events

NASH HEALTHCARE
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Consulting and Education Tools and Resources Publications and Alerts Error Reporting

Q

View all published
guidelines

G S B

ISMP Medication Safety Guidelines cover a variety of topics, including the
safe use of technology, specific high-alert medications, and treating high-risk
patient populations.

Most guidelines are driven by multi-disciplinary summits that include a review
of the literature, assessment of reported errors, and input from experts.
Final statements are developed by consensus decision making.

Best Practices for Hospitals Guidelines for Safe Insulin Use
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Infusion Nurses Soclety INS

hHome Member Login  Not a Member? Renew/Rejoin  Site Map
Join Our Mailing List

L 7 c\i‘* []
on nanset e WEE s

Satting the Standecs tur tntusien Cacs™ Online Store | What's New | Infusion-Related Links | Position Papers | Career Center | Certification (INCC)

Knowledge Center About INS Membership Chapters/AMhates Meetings/Events Exhibiting and Advertising Publications Gardner Foundation

Signcd Up for the CRNI® Exam? Funded through an educational grant by

| e——
B/ BRAUN | ,L'/
HARIN XFERTISE ALSCLAAS
AALENY

"I have gained so much from belonging to INS. Infusion therapy
touches nearly every patient, and I feel I make a real difference for
them because of the knowledge I have obtained through INS.”™ ---
Linda Resler, BSN, RN, CRNI®

= ads D For more than 40 years, INS has set the standard for infusion care,

providing education to nurses and health care professionals who
Get the Study Aid Bundle Today practice infusion therapy. Through membership, meetings,
resources, and scholarships, the opportunities for lifelong learning
never stop.

Jon INS Now

YOy thihesd wtund

Upcoming Meeting

Register today for the Fall National Academy!

www.insl.org

=
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http://www.ins1.org/i4a/pages/index.cfm?pageid=3608
http://www.ins1.org/i4a/pages/index.cfm?pageid=3277
http://www.ins1.org/i4a/pages/index.cfm?pageid=3358
http://www.ins1.org/i4a/pages/index.cfm?pageid=3360
http://www.ins1.org/i4a/pages/index.cfm?pageid=3289
http://www.ins1.org/i4a/pages/index.cfm?pageid=3681
http://www.ins1.org/i4a/pages/index.cfm?pageid=3300
http://www.ins1.org/i4a/pages/index.cfm?pageid=3340
http://www.ins1.org/
http://www.ins1.org/i4a/pages/index.cfm?pageid=3324
http://www.ins1.org/i4a/pages/index.cfm?pageid=3369
http://www.ins1.org/i4a/pages/index.cfm?pageid=3401
http://www.ins1.org/i4a/pages/index.cfm?pageid=3412
http://www.ins1.org/i4a/pages/index.cfm?pageid=3373
http://incc1.org/i4a/pages/index.cfm?pageid=1
http://www.ins1.org/
http://www.ins1.org/
https://www.ins1.org/i4a/ams/amslogin.cfm
http://www.ins1.org/i4a/pages/index.cfm?pageid=3568
http://www.ins1.org/i4a/pages/index.cfm?pageid=3282
http://www.ins1.org/i4a/pages/index.cfm?pageid=3714
http://www.facebook.com/InfusionNursesSociety?ref=search&sid=1357172463.819570274..1&v=wall
http://twitter.com/ins1org
http://www.youtube.com/user/InfusionNurse1
http://www.linkedin.com/company/infusion-nurses-society/
http://www.ins1.org/i4a/ams/amsstore/category.cfm?product_id=260
http://www.bbraunusa.com/
https://www.ins1.org/i4a/ams/amslogin.cfm
http://www.ins1.org/i4a/pages/Index.cfm?pageID=3475
http://www.ins1.org/i4a/pages/index.cfm?pageid=3663
https://www.eiseverywhere.com/ehome/64453

Common Sources for Determining BUD

https://pharmlabs.unc.edu/labs/prescriptions/beyond.htm

Step 3. If the manufacturer cannot assist in assigning a beyvond use date, the next
step is to obtain published stability information from reference books or the primary
literature. Direct extrapolation of the information to the specific compounded
formulation requires that the scientific study data utilize the same drug source, the
same drug concentration, and the same compounding procedures, stores the
formulation in the same container, and has subjected the formulation to the same
anticipated environmental variables.

A growing number of reference sources contain stability information, and the
pharmacist should have ready access to this material. Some of the more common
resources are:

« Trissel's Stability of Compounded Formulations

« Trissel's Handbook of Injectable Drugs

= AHFS Drug Information

= United States Pharmacopeia

« Remington: The Science and Practice of Pharmacy

« USP Dispensing Information

+ Journal of Pharmaceutical Sciences

= American Journal of Health-System Pharmacy

« International Journal of Pharmaceutical Compounding

J

NASH HEALTHCARE
CONSULTING



National Coordinating Council
> NCCM:IP W.nccmerp.org m—

National Coordinating Counclil for CONTACT US | SITE MAF

Medication Error Reporting and Prevention

Medication Error Index

Laeam how NCC MERP helps the health care industry track and classify medication emrors
through the Medication Ermror Index

The National Coordinating Council for Medication Error Reporting and Prevention
(NCC MERP) is an independent body composed of 27 national arganizations

The Nations! Alert Network (NAN)
publishas the slerts from the

In 1995, the United States Pharmacopeial Convention (LUSP) spesarheaded the formation of

the National Coordinating Council for Medication Emmor Reporting and Prevention. Leading

g - Nationas! Medgicston Ermrmors
national health care organizations are meecting, coliaborating, and cooperating to address the Reporting Program. NAN
interdisciplinary causes of errors and 10 promote the safe use of medicstions. encoursges the sharing and

reporting of medication srrors, so
that lessons learned can be used to
inocrease the safety of the
medoation use systam

USP is a founding member and the Secretariat for NCC MERP

MEDICATION ERRORS
May 24, 20178

Safe nandiing of concentrated

DEFINITION TANOMNOMY INDEX slectrolyte products from —
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Institute for Healthcare Improvement IH|

Institute for
Healthcare Improving Health and Health Care Worldwid: m
Improvement ihi
WWW.IN1.0rg
ABOUT US TOPICS EDUCATION RESOURCES REGIONS ENGAGE WITH IHI

FOCUS AREAS

. impraovement Capability

@ Person- and Family-Centered

ware
. HFaten! Safety
@ CQuality, Cost, and Value

@ Triple Aim for Populations

Watch video of Don Berwick’s IHI National Forum keynote speech in which he describes "
eight ways health care can start addressing social determinants of health. » oo Eooe

o ]
OPEN SCHOOL VIRTUAL TRAINING IN-PERSON TRAINING
H n Scl //
I I nng At - \ -
care education around o - T
ey Ul |HI Summit | 2019 — )

2019 Ml Surmmit an Imnravinn

Rarnaminn an Ana-Friandiv Haalth Imnravament Advicnr
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Centers for Disease Control & Prevention CDC

www.cdc.gov

Centers for Disease Control and Prevention HESTCAN <«

CDC 2477 Saving LUves, Protecting Peopila'™

Healthy Living ~ Travelers' Health - Emergency Preparedness ~

Winter Weather
Safety

Take these steps to prepare yourself, home and car

now for winter emergencies

[ .1 T
=Y 2
X e 1
Measles: Protect Yourself Before Travel Carbon Monoxide
Traveling abroad? Be prepared. Measles outbreaks are occurring in several Carbon monoxide (CO) poisoning Is preventable. Learn how to protect yourseif
countries. and your family.
Outbreaks News
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Patient Safety Movement Foundation

Patient Safety
| VN ACTIONABLE SOLUTIONS OURNETWORK ADVOCACY NEWS RESOURCES EVENTS TSV EIICEeF. s e)

https://patientsafetymovement.org
The Problem

Medical Errors
The World’s 14th Leading Cause of Death

Medical errors in hospitals are the third leading cause of
death in the United States, just behind heart disease and
cancer. Globally it is believed that medical errors kill more
people than HIV, Malaria, and Tuberculosis, combined.

The Goal

ZERO Preventable
Deaths

ZERO is not just a number - it's our mission

The Patient Safety Movement Foundation believes reaching
ZERO preventable deaths in hospitals is not only the right
goal, but an attainable one with the right people, ideas, and
technology.
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Patient Safety Challenges

Hospitals are facing the following challenges daily, but there is hope! We have created solutions to
address these challenges. When implemented, hospitals can achieve ZERO preventable deaths.

©O OO eOo

Q Lo L
% g
Culture of Safety Healthcare-associated Medication Safety Monitoring for Opioid-
Infections (HAls) induced Respiratory

Depression

o A 3

Patient Blood Hand-off Communications Neonatal Safety Airway Safety
Management
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OIG Report on Oversight of Hospital Pharmacies

OFFICE OF
INSPECTOR GENERAL

http://oig.hhs.gov/oei/reports/oei-01-13-00400.pdf

MEDICARE’S OVERSIGHT OF
CONMPOUNDED
PHARNMACEUTICALS USED IN
HOSPITALS

|
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Hospital Improvement Rule

This document is scheduled to be published in the
Federal Register on 09/30/2019 and available online at
https://federalregister.gow/d/2019-20736, and on govinfo.gow

https://federalregister.gov/d/2019-20736 and 393 Pages

DEPARTMENT OF HEATLTH AND HUMAN SERVICES

Centers for Medicare & Medicaid Services

42 CFR Parts 403, 416, 418, 441, 460, 482, 483, 484, 485, 4806, 488, 491, and 494
[CAVIS-3346-TF; CMS-3334-F;: CMS-3295-T]

RIN 0938-AT23

Medicare and Medicaid Programs: Regulatory Provisions to Promote Program Efficiency.
Transparency. and Burden Reduction: Fire Safetyv Requirements for Certain Dialysis
Facilities: Hospital and Critical Access Hospital (CAH) Changes to Promote Innovation.
Flexibilityv. and Improvement in Patient Care

AGENCY: Centers for Medicare & Medicaid Services (CMS). HHS.

ACTION: Final mule.

SUMNMARY: This final rule reforms Medicare regulations that are identified as unnecessary.

obsolete. or excessively burdensome on health care providers and suppliers. This final rule also

—=m
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Viruses or Bacteria
VWhat's got you sick?

Antibiotics anby treat bacterial infections. Wiral ilnessaes cannmnot be treatoed with
antibiotics. Wheamn an antibiotic is not prescribed, ask yvour healthcare profassicnal
for tips on how to relicwve syrmpbooms and feael betton

| Viruses |
Cold/Runny Nose " NO
Bronchitis/Chest Cold [in atherwise healthy children and adults) NO
Whooping Cough " Yes
Flu v NO
Strep Throat -~ Yes
Sore Throat [sxcept strp) -~ NO
Fluid in the Middle Ear [otitis media with effusion) " NO
Urinary Tract Infection -~ Yes

- -~

Antibiotics Aren't Always the Answer

GET

wiwnww . cdoc.gov//getsmart



B The Core Elements of
Hospital Antibiotic Stewardship
. 63 Programs: 2019




Has a Program Assessment Tool

6:1_.) 2 The Core Elements of

Hospital Antibiotic Stewardship Programs
63 ANTIBIOTIC STEWARDSHIP PROGRAM ASSESSMENT TOOL

www.cdc.gov/antibiotic-
Ise/healthcare/pdfs/assessment-tool-
P.pdf




CDC Outpatient Core Elements

Centers for Disease Control and Prevention

MMWR Morbidity and Mortality Weekly Report

Recommendations and Reports /Vol. 65/ No. 6 November 11, 2016

http://www.cdc.gov/immwr/volumes/65/rr/pdfs/rr6506.pdf

Core Elements of
Outpatient Antibiotic Stewardship



@ The Core Elements of

6 Hospital Antibiotic Stewardship Programs

www.cdc.gov/getsmart/h%althcare/pdfs/core-
elementsipdf




Check List of Core Elements

@ E2) 'he Core Elements of
63 Hospital Antibiotic Stewardship Programs

CHECKLIST




vlSMP2 Instltute for Safe Medlcatnon Practlces

A Nanprofit Organiz on Educating the Healthcare Community and Con y About 3 M

Home SupportISMP Newsletters Webinars Report Errors Educational Store Consulting FAQ Tools AboutUs ContactUs

n [tﬁemch H Search |

This website is for use by healthcare professionals. Consumers can access our consumer website here.

MEDICATION SAFETY FOCUSED Education & Awareness 2018-19
JUST CULTURE » Newsletters « Professional Development Targeted Medicaﬁon Sajety
Certification Course ZELTAS S Best Practices for Hospitals
Attend an ISMP/OE Medication Consulting Services Self Assessments
Safety Focused Just Culture » Educational Programs » ISMP Guidelines —
Certification Course ISMP Guidelines on
i * LetISMP be your PSO * Quarter Safe Subcutaneous
February 21-22, 2018 fmaiies Lisa
Use discount code: ISMP2018 I ,
($200 off standard price) WWW.ISM p - Ol'g -
LEARN MORE Medication Safety Tools & Resources QuiarterW
AND REGISTER Special Issue on
Featured Tools

Contraceptive |
Safety Nt
g READ NEWISSUE 2 -

Deadline extended : | !

= Guide 1o Building a Smart Infusion System Drug Library

to February 28,2018 The Root Cause Analysis Workb fo m ity/ lator

ISMP Pharmacy ' '
Medication Safety Third in Series

Calt Assasimant : f ional Pati ! i idelin Analysi New ISMP Video

for High-Alert g clal Ersar Alar Newvsletter Available
Find out more | View vioeo >}

« Targeted Medication Safety Best Practices for Hospitals

Medications!

Free Webinar to Assist Participants «  ISMP Guidelines Join our mailing list and
get news, announcements,
and event notifications

" R L Join Now |
CIN NOW

NASH HEALTHCARE
CONSULTING
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Check Out the Medication Best Practices

Targeted Medication Safety il |
Best Practices for Hospitals

LS

Resources

TMSBP Main Page

The purpose of the Targeted Medication Safety Best Practices for Hospitals is to identify, inspire,

and mobilize widespread. national adoption of consensus-based best practices for specific
medication safety issues that continue to cause fatal and harmful errors in patients, despite Targeted Medication Safety Best
repeated warnings in ISMP publications. Hospitals can focus their medication safety efforts over Practices for Hospitals
the next 2 years on these best practices, which are realistic and have been successfully adopted Educational Programs
by numerous organizations. While targeted for the hospital-based setting, some best practices 01-18 Webinar Slides
may be applicable to other healthcare settings. The Targeted Medication Safety Best Practices for 01-18 Webinar Recording
Hospitals have been reviewed by an external expert advisory panel and approved by the ISMP Frisauicaly Aked Qosations
Board of Trustees. Related issues of the ISMP Medication Safety Alert! are referenced after each

Implementation Status Survey Results

best practice.

www.ismp.org/tools/bestpractices/default.as

DOWNLOAD pX
i |
NASH HEALTHCARE
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ISMP Subq Insulin

www.ismp.org/Tools/guidelines/Insulin-
Guideline.pdf

2[]] 7 ISMP Guidelines for
Optimizing Safe Subcutaneous

Insulin Use in Adults
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USP 800 Hazardous Drugs

BRIEFING

{ 800 Hazardous Drugs—Handling in Healthcare Settings. Because there is no
existing USP chapter for this topic, the Compounding Expert Committee and the
Compounding with Hazardous Drugs Expert Panel propose this new general chapter to
guide the handling of hazardous drugs in healthcare settings. This new general chapter
has been created to identify the requirements for receipt, storage, mixing, preparing,
compounding, dispensing, and administration of hazardous drugs to protect the patient,
healthcare personnel, and environment. Facility requirements that differ from general

chapter { 797 % _Pharmaceutical Compounding—Sterile Preparations and this chapter
will be harmonized. These differences include the following:

1. Elimination of the current allowance in £ 797 } for facilities that prepare a low
volume of hazardous drugs that permits placement of a BSC or CACI in a non-
negative pressure room. All hazardous drug compounding shall be done in a
separate area designated for hazardous drug compounding.

2. Allowance for a Containment Segregated Compounding Area (C-SCA), a
separate, negative pressure room with at least 12 air changes per hour (ACPH)
for use with compounding hazardous drugs. Low- and medium-risk hazardous
drug CSP may be prepared in a BSC located in a C-SCA, provided the beyond-
use date of the CSP does not exceed 12 hours. A CACI that meets the

requirements in {797% may be used for hazardous drug compounding if it is
placed in a C-SCA.

The proposed chapter is posted online at www.usp.org/usp-nf/notices/compounding-notice with
line numbers. To ensure that your comments are received and addressed, please provide the
line numbers corresponding to your comments when submitting comments to
CompoundingSLE@usp.org.

www.usp.org/sites/default/files/usp pdf/EN/m7808.pdf _/ F
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USP 800 Hazardous Drugs

Heanncare Setmngs

”\
Frequently Asked Questions: <800> Hazardous
Support Drugs—Handling in Healthcare Settings
Contact Information 1. What is the purpose of General Chapter =s500=7
2. Does General Chapter <=800= apply to me?
3. What is a hazardous drug?
Frequently Asked Questions 4. What is the status of the General Chapter =500> and when will General Chapter =500=
become official?
5. How can | obtain a copy of General Chapter =800=7
Compliance with the USP—NF
1. What is the purpose of General Chapter <800>7
P & The purpose of the chapter iIs to describe practice and quality standards for handling
empounding hazardous drugs in healthcare settings and help promote patient safety. worker safety, and
environmental protection. The new general chapter defines processes intended to
) . minimize the exposure to hazardous drugs in healthcare settings.
Dissolution Performance
Verification Testing (PVT) Back to Top
2. Does General Chapter <800> apply to me?
Flemental Impurities, Rationale for The chapter a!}plles to all healthcare_ personnel who ha_ngle hazard_o_us drug_ preparations
USP's Proposed Standards (e.g. pharmacisis, pharmgcy Fechmmans, nu_rses, phymf:lians, physician assistants, home
healthcare workers, veterinarians, and veterinary technicians). The chapter also covers all
healthcare entities that store, prepare, transport, or administer hazardous drugs (e.q.,
Equioment pharmacies, hospitals, other healthcare institutions, patient treatment clinics, physicians’
auip practice facilities, and veterinarian offices).
Back to Top
Food Chemicals Codex (FCC)
3. What is a hazardous drug?
A hazardous drug is any drug identified as hazardous or potentially hazardous by the
=61= Microbial Examination of Mational Institute for Cccupational Safety and Health (MIOSH) on the basis of at least one
Monzsterile Products: Microbizal of the following six criteria: carcinogenicity, teratogenicity or developmental toxicity, N

roanracnetive fnosie o in booaormeance acmean toocie o ot esrs dococ i hoosane o animeale
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http://www.usp.org/frequently-asked-questions/hazardous-drugs-handling-healthcare-settings#question 1
http://www.usp.org/frequently-asked-questions/hazardous-drugs-handling-healthcare-settings#question 2
http://www.usp.org/frequently-asked-questions/hazardous-drugs-handling-healthcare-settings#question 3
http://www.usp.org/frequently-asked-questions/hazardous-drugs-handling-healthcare-settings#question 4
http://www.usp.org/frequently-asked-questions/hazardous-drugs-handling-healthcare-settings#question 4
http://www.usp.org/frequently-asked-questions/hazardous-drugs-handling-healthcare-settings#question 5
http://www.usp.org/frequently-asked-questions/hazardous-drugs-handling-healthcare-settings#top
http://www.usp.org/frequently-asked-questions/hazardous-drugs-handling-healthcare-settings#top
http://www.usp.org/support
http://www.usp.org/contact-us
http://www.usp.org/frequently-asked-questions
http://www.usp.org/frequently-asked-questions/compliance-usp-nf
http://www.usp.org/frequently-asked-questions/compounding
http://www.usp.org/frequently-asked-questions/dissolution-performance-verification-testing-pvt
http://www.usp.org/sites/default/files/usp_pdf/EN/faq/ei-implementation-faq-2015-03-27.pdf
http://www.usp.org/frequently-asked-questions/equipment
http://www.usp.org/frequently-asked-questions/food-chemicals-codex-fcc
http://www.usp.org/frequently-asked-questions/microbial-examination-nonsterile-products-microbial-enumeration-tests
http://www.usp.org/meetings-courses/workshops/vitro-testing-future-challenges-veterinary-dosage-forms
http://www.usp.org/meetings-courses/workshops/vitro-testing-future-challenges-veterinary-dosage-forms

Hazardous

Update LIS

Leroyv A. Richardson,

Chief, Information Collection Review Office,
Office of Scientific Integrity, Office of the
Associate Director for Science, Office of the
Director, Centers for Disease Control and
Prevention.

IFR Doc. 201512808 VFilod 5-27-15; 8:45 am]
BILLING CODE 4163189

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

[CDC-2015-0034; NIOSH 233-A]

NIOSH List of Antineoplastic and Other
Hazardous Drugs In Healthcare
Settings: Proposed Additions to the
NIOSH Hazardous Drug List 2016:
Request for Comment

AGENCY: National Institute for
Occupational Safety and Health
(NIOSH) of the Centers for Disease
Control and Prevention (CDC),
Department of Health and Human
Services (HHS).

ACTION: Notice of draft document
available for public comment.

SUMMARY: The National Institute for
Occupational Safety and Health
(NIOSH) of the Centers for Disease
Control and Prevention (CDC)
announces the availability of the

following draft document for public
rommaoant antitlad “NIOIQE T ict anf

www.cdc.gov/niosh/docket/review/docket233a/pdfs/233a_2015-1285i

instructions for submitting comments
can be found at www.regulations.gov.

This guidance document does not
have the force and effect of law.

Table of Contents

= DATES:

e ADDRESSES:

e FOR FURTHER INFORMATION
CONTACT:

e SUPPLEMENTARY INFORMATION:
DATES: Electronic or written comments
must be received by July 27, 2015,
ADDRESSES: You may submit comments,
identified by CDC-2015-0034 and
Docket Number NIOSH 233-A, by either
of the two following methods:

e Fedeoral eRulemaking Portal:
www.regulations.gov Follow the
instructions for submitting comments.,

e Mail: National Institute for
Occupational Safety and Health, NIOSH
Docket Office, 1090 Tusculum Avenue,
MS C-34, Cincinnati, Ohio 45226.

Instructions: All information received
in response to this notice must include
the agency name and the docket number
(CDC-2015-0034; NIOSH 233-A). All
relevant comments received will be
posted without change to
www.regulations.gov, including any
personal information provided. All
electronic comments should be
formatted as Microsoft Word. Please
make reference to CDC—-2015—-0034 and
Docket Number NIOSH 233-A. All
information received in response to this
notice will also be available for public
examination and copving at the NIOSH

Applied Research and Technology,
Robert A. Taft Laboratories, 1090
Tusculum Avenue, MS C-26,
Cincinnati, Ohio 45226. (513) 533—8132
(not a toll free number). Email:
hazardousdrugs@cdc.gov.
SUPPLEMENTARY INFORMATION: The
NIOSH Alert: “'Preventing Occupational
Exposures to Antineoplastic and Other
Hazardous Drugs in Health Care
Settings"” was published in September
2004 (’-;':M[)://www.(:(l(.'.guv/niush/dm:s/
2004-165/7). This Alert contained
Appendix A which was a list of drugs
that were deemed to be hazardous and
may require special handling. This list
of hazardous drugs was updated in
2010, 2012 and 2014 and covered all
new approved drugs and drugs with
new warnings up to December 2011
(http://www.cdec.gov/niosh/docs/2014-
138). Between January 2012 and
December 2013, 60 new drugs received
FDA approval and 270 drugs received
new warnings based on reported
adverse effects in patients. From this list
of 330 drugs, 44 drugs were identified
by NIOSH as potential hazardous drugs.
In addition to these 44 drugs, the panel
members were asked to comment on the
addition of one drug requested by
several stakeholders. Three additional
drugs had safe handling
recommendations from the
manufacturer and NIOSH is following
these recommendations. Therefore,
these 3 drugs will be listed as hazardous
without requiring further review. A

nanal rancictinoe nf naar raviawanre and

NASH HEALTHCARE
CONSULTING



Additional Guidelines

= [nterpretive guidelines specifically mention
= [ISMP
= ASHP
= USP
= American College of Clinical Pharmacy (ACCP)

= American Pharmacists Association (APA)

I
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NIOSH List of Hazardous Drugs

www.cdc.gov/niosh/docket/review/docket233a/pdfs/2016-
161finalpublication.pdf

NIOSH List of Antineoplastic

and Other Hazardous Drugs
in Healthcare Settings, 2016
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2020 Updates

January 21,2020

The manufacturers of trabectedin (Yondelis®), inotuzumab ozogamicin (Besponsa™), polatuzumab vedotin (Polivy™),
enfortumab vedotin (Padcev™), and trastuzumab deruxtecan (Enhertu®) recommend that they be handled as
hazardous drugs. Therefore, NIOSH considers these drugs to be included in Table 1 of the NIOSH list of hazardous
drugs. For additional information, see the package inserts for these drugs.

Drug AHFS Classification Links Date Approved
trabectedin (Yondelis®) 10:00 Antineoplastic Agents DailyMed [4 October 23, 2015
inotuzumab ozogamicin (Besponsa™) 10:00 Antineoplastic Agents DailyMed [ August 17, 2017
polatuzumab vedotin (Polivy™) 10:00 Antineoplastic Agents DailyMed [4 June 10, 2019
enfortumab vedotin (Padcev™) 10:00 Antineoplastic Agents DailyMed [4 December 18,2019
trastuzumab deruxtecan (Enhertu®) 10:00 Antineoplastic Agents DailyMed [4 December 20, 2019

January 10th, 2019
NIOSH has determined it is unlikely that risperidone (Risperidal®) poses a carcinogenic, reproductive, or developmental
hazard to workers in a healthcare setting and is no longer considered a hazardous drug by NIOSH.

January 10th, 2019
NIOSH has determined it is unlikely that paliperidone (Invega®) poses a carcinogenic, reproductive or developmental

hazard to workers in a healthcare setting and is no longer considered a hazardous drug by NIOSH.
3
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ISMP High Alert Medications

. ¥ -
Institute for Safe Medication Practices (ISMP) ”N

ISMP List of High-Alert Medications
in Acute Care Settings

www.ismp.org/Tools/institutionalhighAlert.asp ® princer friendly version

High-alert medications are drugs that bear a heightened risk of causing significant patient harm when they are used in error.
Although mistakes may or may not be more common with these drugs, the consequences of an error are clearly more devastating
to patients. We hope you will use this list to determine which medications require special safeguards to reduce the risk of errors.
This may include strategies like improving access to information about these drugs; limiting access to high-alert medications;
using auxiliary labels and automated alerts; standardizing the ordering, storage, preparation, and administration of these
products; and employing redundancies such as automated or independent doublechecks when necessary. (Note: manual
independent double-checks are not always the optimal error-reduction strategy and may not be practical for all of the medications
on the list).

Classes /fCategories of Medications Specific Medications

adrenergic agonists, IV {(e.g., EPFINEPHrine, phenylephrine, EPIMNEPHrine, subcutansous
norepinephrine)

epoprostenol (Flolan), IV

adrenergic antagonists, IV (e.qg., propranclel, metoprolol,

labetalol) insulin U-500 (special emphasis)*

anesthetic agents, general, inhaled and I'v (e.g., propofol, e

ketamine)

methotrexate, oral, nononcologic use

antiarrhythmics, IV (e.g., lidocaine, amiodarone) opium tincture

antithrombotic agents, including: oxytocin, IV

m anticoagulants (e.g., warfarin, low molecular weight nitroprusside sodium for injection

heparin, IV unfractionated heparin) - ] - ] e
R . . : . potassium chloride for injection concentrate

NASH HEALTHCARE
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http://www.ismp.org/Tools/highalertmedications.pdf

National Coordinating Council
®_NCCM=RP : -

“ National Coordinating Council for CONTACT US | SITE MAP
Medication Error Reporting and Prevention

MEDICATION ERRORS RECOMMENDATIONS / STATEMENTS FOR CONSUMERS OPIOIDS RESOURCES

www.nccmerp.org

Medication Error Index

Learn how NCC MERP helps the health care Iindustry track and classify medication errors

through the Medication Error Index

The National Coordinating Council for Medication Error Reporting and Prevention ! ' NAN ALERT

(NCC MERP) is an independent body composed of 27 national organizations.

b
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Many TJC SEAs are Medication Related

keyword, content or program

Keywords

Medication Errors

Pain Management

Patient Safety

Patient-centered
communications

o oo

Restraints

eb Site Content

Blog

Content Page

Mews

Oioigid s

Standards FAQ

Q)

Topics Library

O

Videos

Accreditation/Certification
Programs

[

Ambulatory Health
Care

Behavioral Health
Care

Bureau of Primary
Health Care

Critical Access
Hospitals

O di O d

Disease-Specific
Care

]

Sentinel Event Alert/Topics Library Updates

Topics Library
Sentinel Event Alert 55: Preventing falls and fall-related
injuries in health care facilities

Read More

Falls resulting in injury are a prevalent patient safety problem. Elderly and frail patients with fall risk factors are
not the only ones who are vulnerable to falling in health care facilities.

Related Items: Falls , Sentinel Event Alart

Topics Library
Sentinel Event Alert 54: Safe use of health information
technology
Health information technology (health IT) is rapidly evolving and its use is growing, presenting new challenges

to health care organizations. A Safe Health IT webinar replay and slide presentation from June 11, 2015 are
now available. We hope that you find this information helpful and pass it on.

Read More

Related Items: Sentinel Event Alert | Safe Health IT

Topics Library
Sentinel Event Alert 53: Managing risk during transition to
new |S0O tubing connector standards

Read More

Tubing misconnections continue to cause severe patient injury and death, since tubes with different functions
can easily be connected using luer connectors, or connections can be “rigged” (constructed) using adapters,
tubing or catheters. 123/ 4 Webinar replayand slides added.

Related tems: Ambulatory Health Care , Crtical Access Hospital , Home Care
Hospital , Mursing Care Center , Sentinel Event , Sentinel Event Alert , Infographic

Topics Library
Sentinel Event Alert Issue 52: Preventing infection from t
misuse of vials

Read More

Thousands of patients have been adversely affected by the misuse of single-dosefsingle-use and multiple-dose
vials. Webinar replay information added September 2014.

Related Items: Sentinel Event |, Sentinel Event Alert | Infaection Prevention and
Hals , Sentinel Event Infection

Most Recent

0/28/2015

03/31/2015

08/20/2014

06/16/2014

|
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So What’s In Your Policy?

WISCONSIN

PATIENT SAFETY

(Bl INSTITUTE

PO Box 1551
Madison, WI 53701
Voice: 608.442.3789
B00.762.8976

Fax: 608.283.5402

www.WPSl.org

MODEL HIGH-ALERT MEDICATIONS POLICY & PROCEDURES

PURFPOSE

= To prowvide guidance to acute care organizations
for the safe handling and administration of
medications designated as High Alert
Medications.

= To increase awareness of High Alert Medications,
thereby improving patient safety.

DEFINITION
High Alert Medications are drugs that bear a higher
risk of causing significant patient harm when they
are used in error.

POLICY

AL The following medications are appropriate for
inclusion in a High Alert Medications policy.

= Epidural infusions

= Fentanyl

= Heparin (=100 units, flushes exem pt)

= Insulin (including regular, aspart, NPH, and
glargine)

= Lidocaine with epinephrine vials

= Meuromuscular blocking agents
({atracurium, cisatracurium, mivacurium,
pancuronium, rapacuronium, rocuranium,
succinylcholine, vecuronium, etc)

= Patient Controlled Analgesia (PCA)
infusions of any medication

= Total Parenteral Nutrition (TPMN) and Total
MNutrient Admixture {TMNA) solutions

= Oncologic agents

= Moderate sedation agents (e.g., midazolam)

B. The follovwing medications may also be
appropriate for inclusion in a High Alert
Medication policy in addition to the
medications abowve.

* Glycoprotein llbfllla inhibitors
(eptifibatide, abeciximab, tirofiban)
= lron Dextran
= Adrenergic antagonists agents
{e.g., esmolol) [%
» Anticonvulsants

C. Concentrated electrolyte vials {e.g., potassium
chloride) should not be stocked in patient care
areas.

PROCEDURES

Safety procedures during the ordering, preparation,
dispensing and administration of High Alert
Medications include:

Prescribing
A Verbal orders for High Alert Medications should
be discouraged.
B. If possible, prescribing for High Alert Medications
should be standardized using preprinted orders.

Preparation and dispensing
A, All storage locations should be clearly labeled
and separated from regular stock. If High Alert
Medications must be kept in patient care areas,
locked storage areas should be used with a
distinct High Alert Medication warning label
visiblv nlaced on the storaae bin.

u
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POLICY

A. The following medic ations are approprate for
inclusion in a High Alert Madications policy.

Epidural infusions

Fartanyl

Haparin (=100 units, flushes exempt)
Insulin {including regular, aspart, NPH, and
qlargine)

Lidoc aine with epinaphrine vials

Meuromuscularblocking agents
{atracurium, cisatracurium, mivacurium,
pancUronium, rapacuranium, Focuronium,

succinylcholina, vecuronium, atc)

Patient Controllad Analgesia (PCA]
infusions of any madication

Total Parenteral Nutrition (TPM) and Total
Mutrient Admixture (THAI soltions

Oncologic agants

Moderate sedation agents (e.q., midazolam)
Aneosthetic agents (e.q., propofol)
Adranergic agonists (phanylaphrinel

chloride) should not be stocked in patient care
areas.

PROCEDURES
Safaety proceduras during the ordenng, praparation,

dizspensing and administration of High Alart
Meadications include:

Prescribing
A Varbal orders for High Alert Medications should
ba discouraged.

B. If possible, prascribing for High Alart Madic ations
should be standardized using preprinted orders.

Preparation and dispensing
A All storage locations should be cleady labeled
and separated from regular stock. If High Alert
Medications must be keptin patient care areas,
locked storage areas should be used with a
distinct High Alert Medication waming labal
visibly placed onthe storage bin.

The Wisconsin Patient Safety Institute enhances and promotes patient safety by advocating for
the adoption of safe practices in health care organizations throughout Wisconsin.

1
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ASHP Sterile Compounding Resources

ashp

About Us Member Center

Education

Practice & Policy

Advocacy

AJHP

Connect

Foundation

www.ashp.org/sterilecompounding

pharmacists advancing healthcare”

Residencies

Drug Information Careers

N\t Cart

”N\
Login/Register |

Technicians

Practice and Policy
Policy Positions & Guidelines
Standard 4 Safety

» Resource Centers
Ambulatory Care Resource Center
Anticoagulation
Chnical Guidgeiines Resource
Center
Chnical Specalists and Sclentists
Credentialing and Privileging
Resource Center
Drug Shortages
Drug Supply Chain Security Act
Resource Center
Enocla
Emergency Care

ces

2 5C

Care Practitioners

wational Drug Services

Leadership

Medications and Suicidality
Patients

Patient Safery
Pharmaceutical Wasies

Pharmacy Technicians

> Stenile Compounding

hare . Print

Sterile Compounding Resource Center

Health-system pharmacists routinely compound

medications in response to patient needs. This ASHP

Resource Center Is a compllation of tools and

resources to help pharmacists ensure the quality of

compounded steriie products.

Featured Product

Compounding Sterile
Preparations, 3rd Edition
Empower your staff to
improve safety, quality
and compliance with the

help of new guidelines

and standards
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http://www.ashp.org/
http://www.careerpharm.com/
http://www.ahfsdruginformation.com/
http://www.ashpfoundation.org/
http://connect.ashp.org/home
http://www.ajhp.org/
http://www.ashp.org/sterilecompounding?gotosso=true
http://www.ashp.org/go/cart.aspx
http://www.ashp.org/menu/AboutUs
http://www.ashp.org/menu/MemberCenter
http://www.ashp.org/menu/Education
http://www.ashp.org/menu/PracticePolicy
http://www.ashp.org/menu/Events
http://www.ashp.org/menu/Advocacy.aspx
http://www.ashp.org/menu/News
http://www.ashp.org/
http://www.ashp.org/
http://store.ashp.org/
http://www.ashp.org/
http://www.ashp.org/menu/PracticePolicy.aspx
http://www.ashp.org/menu/PracticePolicy/ResourceCenters.aspx
javascript:window.print()
http://www.ashp.org/menu/PracticePolicy/PolicyPositionsGuidelinesBestPractices
http://www.ashp.org/menu/PracticePolicy/Standard-4-Safety
http://www.ashp.org/menu/PracticePolicy/ResourceCenters
http://www.ashp.org/menu/PracticePolicy/ResourceCenters/Ambulatory-Care
http://www.ashp.org/menu/PracticePolicy/ResourceCenters/Anticoagulation
http://www.ashp.org/menu/PracticePolicy/ResourceCenters/Clinical-Guidelines-Resource-Center
http://www.ashp.org/menu/PracticePolicy/ResourceCenters/Clinical-Specialists-and-Scientists
http://www.ashp.org/menu/PracticePolicy/ResourceCenters/Credentialing-and-Privileging-Resource-Center
http://www.ashp.org/menu/PracticePolicy/ResourceCenters/DrugShortages
http://www.ashp.org/menu/PracticePolicy/ResourceCenters/DSCSA
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Outsourcing Sterile Products Preparation: Contractor Assessment Tool

New updated web-based, interactive tool now
available! ] [
. . . . OUTSOURCING STERILE PRODUCTS PREPARATION
Preparation of sterile parenteral products is a critical
component of health-system pharmacy practice. For
departments that choose to outsource the preparation of et s e et e
parenteral medications, this web-based tool can be used
to evaluate proposals during the selection of an external
organization that would provide parenteral product
preparation services.

The assessment tool helps you evaluate each of these
areas:

* Requlatory compliance

* Quality and patient safety measures

+ Medication administration safety features
* Service excellence

Start using the Sterile Products Outsourcing Tool
now!

www.ashpfoundation.org/sterileproductstool
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Safety Concerns of Investigational Meds

Institute for Safe Medication Practices

15300 Byvberry Road, Suite 810, Huntingdon Valley, PA 19006
WWW.ismp.org

FOR IMMEDIATE RELEASE CONTACT: Eenee Brehio, Media Relations
November 7., 2007 704-831-8822
rhrehio/@ismp.org

Product-Eelated Issues Lead to Potential Errors with Investigational Drugs

Huntingdon Valley, Pa—Routine practices used to name, label, package. and store mvestigational dmgs
raise serious patient safety concerns, wams the Institute for Safe Medication Practices (ISWMP). In the most
recent issue of the ISMP Medication Safety Alert! newsletter, the Institute outlines some of those concerns

and provides recommendations for safe use.

Safety Concerns www.ismp.org/pressroom/PR20071107 _2.pdf

« Drug names. Investigational drugs are often identified by a number preceded by an abbreviation of
the sponsoring company’s name. This may lead to mistakes, including similar names due to
participation in multiple studies by same sponsor and truncation of long letter/number designations
by pharmacy computer systems. Other mistakes could be due to products receiving a generic or
common name during a study that remains on the product label, and changes 1n code names.

+ Drug labels. Many investigational dmigs are labeled using a very small font size with little use of
bold type. color, tall-man letters. or other strategies to help differentiate products. This can lead to
confirmation bias when products are selected from the shelf since the packaging looks so similar.

+ Drug packaging. Many oral investigational drugs are not supplied in unit-dose packages. Some
parenteral drugs may require dozens of vials to prepare a single dose. which sensitizes practitioners
to expect to use multiple vials during preparation and makes recognition of overdoses less likely.

= Tablet markings. Tablet strengths often look identical and have no markings to help differentiate
the strengths. While this may be essential for blinded studies. the same batches of look-alike tablets
may be used for open label studies where the tablet strength 15 known to all participants.
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ASHP Website on Shortages

r‘ Connect Foundation Drug Information Careers ”~
AJHP
as p Login/Register | ™\——_r Cart
pharmacists advancing healthcare® B

About Us Member Center Education Practice & Policy Events Advocacy

Residencies Technicians

www.ashp.org/menu/DrugShortages

Home Drug Shortages Share d=b Print

Drug Shortages DI"LIg Shortages

» Current Shortages

wWelcome to the ASHP Drug Shortages Resource

> Drugs No Longer Center, the first stop for information and

Available
resources on drug product shortages and

> Mo Commercially management. Drug shortages can adversely

#wailable Preparations affect drug therapy. compromise or delay

» Resolved Shortages medical procedures, and result in medication il et 7’,._,.’ B 0 2 =:

- . "'"-H’.
» Guidelines and errors. ASHP and its partners work to keep the : ] il B2
Resources public informed of the most current drug i% %
> Report a Drug Shortage shortages.
subscribe to RSS B | Report a Drug Shortage | Join Qur Community
|"=) Search Tips
FIND DRUG SHORTAGES
Search by Genenic Drug Mame._ .. or Search by Drug Shortage List...
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Sign Up to Get Recall Alerts from FDA

U.S. Food and Drug Administration

@ Recalls, Market Withdrawals, & Safety Alderts

Recalls, Market Withdrawals, & Safety Alerts

The list below provides information gathered from press releases and other public notices about
certain recalls of FDA-regulated products. Mot all recalls hawve press releases or are posted on this
page. See Additional information about recalls for a more complete listing.

For recall notices older than 60 days, see the Recall and Safety Alerts Archive.

Sign up o receive Recalls, Market Withdrawals and Safety Alerts.

Filter by Keyword(s):

Filter by Recall Type:
Al

Clear Filter

www.fda.gov/Safety/Recalls/default.htm

Dretails »

120132013 Solirs Soliris (eculizumab) Found to contain Adexion
300 mgF30 mL visible particles Phamaceuticals., o
Concentrated solution Inc.

-

NASH HEALTHCARE
CONSULTING


http://www.fda.gov/default.htm
http://www.fda.gov/Safety/Recalls/default.htm
http://www.fda.gov/Safety/Recalls/default.htm
http://www.fda.gov/Safety/Recalls/default.htm#additional-info
http://www.fda.gov/Safety/Recalls/ArchiveRecalls/default.htm
http://service.govdelivery.com/service/subscribe.html?code=USFDA_48
http://www.fda.gov/Safety/Recalls/default.htm#clear
http://www.fda.gov/Safety/Recalls/ucm378614.htm
http://www.fda.gov/Safety/Recalls/ucm378614.htm

FDA MedWatch Program

AtoZ Index | Follow FDA En Espafiol

% U.S. Food and Drug Administration
IDA_ Protecting and Promoting Youwr Health

Home Food Drugs | Medical Devices | Radiation-Emitting Products | “Waccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Safety

Home > Safety » MedWatch The FDA Safety Information and Adverse Event Reporting Program

MedWatch The FDA Safety MedWatch: The FDA Safety Information and

Information and Adverse Event

Reporting Program Adverse Event Reporting Program

Subscribe to MedWatch Safiety
Alerts ’ ! f sHare in LINKEDIN @ PIMNIT | & EMAIL | S PRINT

Safety Information ~

Reporting Serious Problems T e e a

v www.fda.gov/Safety/MedWatch/default.htm

Resources for You fod g M, Your FDA gateway for clinically important safety information and reporting

—Mw CH serious problems with human medical products.

= 2015 Safety Alerts for Human
Medical Products

* Contact Information For ! Report a Problem i Safety Information Stay Informed
“oluntary Adverse Event

Reporting

» MedWatchLearn - Teaching
students, health professionals,
and censumers how to report What's New
problems to FDA

- Medical Product Safety = Smart Lipo: Recall - Undeclared Drug Ingredients Risk of increased blood pressure and/or pulse rate, may
Educational Resources present significant risk for patients with a history of CAD, CHF, arrhythmias or stroke. Potentially serious Gl
. Consumer-Eriendly Reporting disturbances, irmegular heartbeat, and cancer with long-term use. Posted 12/M158/2015

v

Form 35008 (PDF - 1.2MB) - Rosiglitazone-containing Diabetes Medicines: Drug Safety Communication - FDA Eliminates the Risk
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http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM349464.pdf
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Acetaminophen& Ibuprofen Dosing Charts

Fever Medication: Dosage Charts

Acetaminophen Dosage Chart

Dosages may be repeated every four hours, but should not be given more than five times in twenty- four hours. (Note:Milliliter 15 abbreviated as mL; 5 mL equals 1 teaspoon [tsp]. Don7t use household teaspoons,
which can vary in size.) Be sure to read the label to make sure you are using the right product.

Infant Drops Children's Elixir Chewable Tablets

3 Taq i)
Age®  Weight 80 mg/0 8 ml 160 mg’SmL 80 me tabs

6-11 lbs.

0-3 mos. (2.7-5kg) 04 mlL - -
12-17 lbs. .
6-11 mos. (5,577 ke) 0.8 mL Y tsp 1 tab

www.healthychildren.org/Documents/table
_ 18-23 Ibs. , ._
gy M2b e Bk s/Fever-Med-Dosage.

24-35 Tbs.

23+

2-3 yrs. (10.9-15.9 kg) 16mL 1 tsp 2 tabs
- 36-47 lbs.

4. - o ¥ ¥4

4-5 yrs. (163721 4ke) 24 mL 1% tsps 3 tabs

*: Note: Age is provided as a convenience only. Dosing for fever should be
based on current weight.
T: Weight given 1s representative of the age range.

Ibuprofen Dosage Chart

Dosages may be repeated every six to eight hours, but should not be given more than four times in twenty- four hours. (Note: Milliliter 1s abbreviated as mL; 5 mL equals 1 teaspoon [tsp]. Dont use household
teaspoons, which can vary in size ) Be sure to read the label to make sure you are using the nght product.

o Infant Drops  Children's Elixir Chewable Tablets
3 7 ;
Age®  Weight 55 125 mL 100mg/SmL 50 me tabs

i 12-17 1bs. s e
6-11 mos. (5517 kg) 125mL 25mL
1277 the —
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CDC Dosing Charts HIV Meds

Peds Dosing Guide 22" x 10" 112706

'www.cdc.gov/globalaids/docs/program-areas/pmtct/peds-dosing-guide.pdf

11/27/06

11:30 AM Page 1

Weight Abacavir Didanosine Lamivudine Stavudine Zidovudine
range (kg) (Ziagen®, ABC) (Videx®, DDI) (Epivir®, 3TC) (Zerit®, d4T) (Retrovir®, ZDV, AZT)
90-120 m 120 m 180-240 m
8 mg/kg/dose 2 ¢/ 2 ¢/ 2 ¢ 4 mglkg/dose 1 mg/kg/dose 180-240 mg/m2/dose
TWICE daily T i e TWICE daily TWICE daily TWICE dail
TWICE daily | TWICE daily | ONCE daily y
20 mg/ml | 300 mg 10 mg/mi e 10 mg/ml 150 mg 1 mg/ml o 10 mg/ml 100 mg 300 m
> . chewable 250, 400 mg > i 30 mg
solution tablets suspension solution tablets solution syrup capsules tablet
tablets EC capsules capsules
25 mg +
5-5.9 2 ml 4 ml 25 mg tabs 3ml 6 ml & ml
10 mg
6-6.9 3mi 5 ml 25 mg + 3ml 7 ml (as 0.5 7 ml
25 mg tabs
x 20 mg)
10 mg
7-7.9 4 mi 6 mi 25 mg + 4ml 8 ml (as 0.5 8 ml
25 mg tabs
x 20 mg)
10 mg
8-8.9 4 ml 6 ml e T 4ml 9 ml (as 0.5 9 ml 1 cap
25 mg tabs
x 20 mg)
~— 10 mg I
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So What’s In Your High Risk Med Policy?

ITT.

IV.

General Hospital MEDICAT. CENTER

HIGH AT ERT MEDICATIONS

POLICY: To operate a safe medication administration and
delivery system that will prevent the misuse medications and
prevent misuse of a defined list of high-risk medications that have
potential for significantharm.

PURPOSE: To reduce the potential for harm to patients bv
adopting and maintaining measures that specificallvtarget
medications with the highest risk of causing njury.

EQUIPMENT: A. High Alert Medication List
B. Medication Administration Record

WHODOES IT: A. Two licensed nurses, one being an RIN

V. PROCEDURE: A. The high-alert list includes the medication groups

that we determined were our highestrisk
medications. The listmay be altered as necessary.

1. Imsulin., (subcutaneous.IV)
2. Heparvin (LMWH. subcutaneons, I'V)

3 Paoataccoizmam chiloaridae Ffor imvidioactinn comncoanvbeoat o
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Anticoagulant Resources UM

UW Medicine

PHARMACY SERVICES

Andexanet alfa (Andexxa)

Apixaban (Eliquis) (3
Eetfrixaban (Bevyxxa) >
Bivalirudin (Angiomax) (]
Dabigatran (Pradaxa) (3
Edoxaban (Savaysa) >
Fondaparinuw: (Arixtra) (3
Heparin >

Idarucizumab (Praxbind)

Low molecular weight heparins ~
(LMWVVH])

Rivarcxaban (Xarelto) >

‘Warfarin {Coumadin) >

CONDITIONS

Monitoring Antithrombotic
Therapy

Anficoaguation and neuraxial
anesthesia

Bleeding Risk Assessment >

Central venous catheter
management

Chronic antithrombotic therapy »

Guidelines for reversal of
anticoagulation

Heparin-induced

Anticoagulation Services

TTW Medicine Anticoagulation Clinics Anticoagnlant Conversions (" Switching™) Patient education

About UW Medicine Anticoagulation Services

This website contains UV Medicine recommendations, guidelines and protocols for the treatment and prevention of venous and arterial
thrombosis, and the clinical use of anfithrombetic agents in ambulatory and inpatient settings.

UW Medicine Anticoagulation Services is operated by the UW Medicine Department of Fharmacy, and collaborates with multidisciplinary
specialties and providers across UW Medicine to develop and disseminate guidelines and to coordinate the use of antithrombotic agents across
the UW Medicine enterprise.

UW Medicine Anticoagulation Services also provides management of anticoagulant therapy in pharmacist-managed anticoagulation

clinics at the University of Washingiton Medical Center (UWMC) , Seattle Cancer Care Alliance (SCCA) and Harborview Medical Center (HMC).
Pharmacist providers in these clinics are involved in clinical practice, fraining and education, and research activities consistent with the mission of
U'W Medicine and the Depariment of Pharmacy.

"The goals of pharmacist-managed anticoagulation services include freatment and prevention of thromboembolic disease and
minimization of complications of antithrombotic therapy. "

Use the links to the left to navigate through the major sections of this site. The links at the top are the most frequently visited areas. BY USING THE SITE, ¥OU AGREE TQ
THE TERMS OF USE: IF ¥OU DO NOT AGREE, DO MOT USE THE SITE.

http://depts.washington.edu/anticoag/home/

Read more

UPDATE - DOAC Patient Education
Patient education handouts for apixaban, dabigatran, and rivaroxaban have been updated and can be accessed here.

Read more

NEW - Transition to Anti-Xa Monitoring of Heparin

After much discussion and consideration that included many different stakeholders and content experts, UVW Medicine will - starting on Oct 29,
2019 - use anti-Xa activity instead of PTT to adjust heparin doses when continuous IV heparin is ordered as a nurse-managed infusion.
Algorithms can be viewed here. This change is important and is being implemented because:

Read more

Anticoagulation
Center of
Excellence

2017-2019

MOST POPULAR

-]

Suggestions for converting tofirom
rivaroxaban

Wafarin maintenance dosing
nomogram

UW Medicine alternative
monitoring for antithrombotic
agents

Suggestions for converting tofirom
apixaban

LIMWH dosing guidelines
Meuraxial guidelines
Antithrombotic reversal guidelines
Warfarin teaching booklets

Refer a patient

Anticoagulation Clinic Locations

|
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Chronic antithrombotic therapy

Guidelings for reversal of
anticoagulation

Heparin-induced
thrombocytopenia (HIT)

Mechanical Circulatory Support
Peri-procedural antic oagulation

VTE

REVISED GUIDELINES - Management of Antithrombotic Therapy for Neuraxial and Peripheral
Nerve Procedures

In February 2018, Harbarview Medical Center adopted new internal recommendations for management of antithrombuotic therapy for selected lower
extremity peripheral nerve procedures. UW Medicine guideline were updated to reflect these internal recommendations.

Read more

REVISED GUIDELINES - Recommendations for Chronic Antithrombotic Therapy

In March 2017, the American Heart Association/American College of Cardiology Task Force on Clinical Practice Guidelines published a focused update
to the AHAJACC guideline for management of patients with valvular heart disease. The UWhedicine Recommendations for Chronic Antithrombotic
Therapy have been revised to reflect this focused update.

Read more
REVISED GUIDELINES - Guidelines for Reversing Coagulopathies in Patients with Symptomatic
Spontaneous Intraparenchymal Hemorrhage

In February 2017, UWMedicine Guidelines for Reverse Coagulopathies in Patients with Symptomatic Intraparenchymal Hemorrhage and related
algorithms were revised to reflect the availability of idarucizumab for reversal of dabigatran, edoxaban (a new factor Xa inhibitor) and the PATCH trial
(Lancet 2016; 387:2605-13) investigating the role of platelet transfusion in IPH patients taking antiplatelet agents.

Read more
REVISED GUIDELINES - Risk Stratification and Recommendations for Bridge Therapy in Patients
on Warfarin

In January 2017, the American College of Cardiology published new recommendations for periprocedural management of anticoagulation in patients
with nonvalvular AF. These guidelines use the CHA2DS2-VASC score, rather than the CHADS2 score, to guide decision-making. As a result,
UWhedicine's Risk Stratification and Recommendations for Bridge Therapy in Patients on Warfarin has been revised.

Read more

NEW - Patient Information on Bridging
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OIG 2019 Report — Compounding

= hitps://oig.hhs.gov/oel/reports/oei-01-17-00090.pdf.

U.S. Department of Health and Human Services

Office of Inspector General

Most Hospitals
Obtain Compounded
Drugs From
Outsourcing
Facilities, Which
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FDA’s Compounding Website
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Compounding Quality Act

Title | of the Drug Quality and Security Act of 2013

On November 27, 2013, President Obama signed the Drug Quality and
Security Act (DQSA), legislation that contains important provisions relating
to the oversight of compounding of human drugs.

Title | of this new law, the Compounding Quality Act, removes certain
provisions from section 503A of the Federal Food, Drug, and Cosmetic Act
(FDCA) that were found to be unconstitutional by the U.S. Supreme Court
in 2002. Section 503A describes the conditions under which certain
compounded human drug products are entitled to exemptions from three
sections of the FDCA requiring:

« Compliance with current good manufacturing practices (CGMP) (section
S01(a)2)(B)).

- Labeling with adeguate directions for use (section 502(f){1)); and

Medical Devices Radiation-Emitting Products “accines, Blood & Biologics Animal & Weterinary Cosmetics Tobacco Products

www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Pharmacyg, =

Spotlight

« FDA announces meeting of
Pharmacy Compounding
Advisory Commities

+ Inter-governmental Working
Meeting on Pharmacy
Compounding, March 20-21,
2014

Registered Outsourcing
Facilities

« Compounding and FDA
Questions and Answers

» FDA Video - FDA and
Pharmacy Compounding

Specific Issues

» Hydroxyprogesterone Caproate
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Compounding: Inspections,
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www.fda.gov/Drugs/Guidan
ceComplianceRegulatoryInf
ormation/PharmacyCompo
Letters to Stakeholders unding/ucm380596.htm

On January 8, 2014, FDA sent letters from Commissioner Hamburg regarding the pharmacy compounding
provisions of the Compounding Quality Act to hospital and other health care facility purchasers and to state
officials, including governars, state boards of pharmacy and health departments. The purpose of the letters is to
inform these important stakeholders of the recent passage of new federal legislation affecting the oversight of
compounded human drugs, and to encourage them to take steps to encourage compounders that produce sterile
drugs to register with FDA as outsourcing facilities.

* Dear Colleague (PDF - 1.32MB)
* Dear Hospital / Purchaser (PDF - 1.06MB)

As required by the new law, FDA has posted a list of facilities that have registered as “outsourcing facilities”
under the new law. In addition to posting the list, FDA has provided information about the status of the facilities
and what it does and does not mean to be a registered outsourcing facility. v
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Risks of Healthcare-associated Infections from Drug Diversion

When prescription medicines ares obtained or used
ilegally, It is called drug diversion. Addiction to

rescri n r called opioids has reached
epidemic proportions and is a major driver of drug
diversion. This webpage focuses on diversion
involving healthcare providers who steal
controlled substances such as opioids for their
own use. This can result in several types of
patient harm including:

« Substandard care delivered by an impaired
healthcare provider,

= Denial of essential pain medication or
therapy, or

= Risks of infection (e.g., with hepatitis C virus
or bacterial pathogens) if a provider tampers
with injectable drugs.

OQOutbreaks

DRUG DIVE

A GRQWING RISKTO

ONE NEEDLE,
ONE SYR|NGE
ONLY ONE TIME. | ‘

_I’l' Ac2

CDC and state and local health departments have assisted in the investigation of infection outbreaks
stemming from drug diversion activities that involved healthcare providers who tampered with
injectable drugs. A summary of recent outbreaks is illustrated in the following timeline.

U.S. Outbreaks Associated with Drug Diversion by Healthcare Providers,

1983-2013

1 Bactenal outbreak
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Medications in the OR ASA Position

www.asahg.org/For-Members/Standards- American Society or
Guidelines-and-Statements.aspx Anesthesiologists”®

STATEMENT OM SECURITY OF MEDICATIONS IN THE OPERATING ROOM

(Approved by the ASA Executive Committee in October 2003, and last amended by the
ASA House of Delegcates on October 16, 2013)

Preamble
A secures environment of care 1s needed for medication safety. MMedication safety includes the
security of oral, sublingual, parenteral. and inhaled drmigs used for elective and emergency
patient care. A secure area ensures the mmtegrity of anesthesia machines as well as other
equipment and materials. Security of medications in the operating room suite is essential for
patient safety.

Recommended Policies

1. Access to operating room suites muist be strictly linuted to authorized persons.

2. All Schedule 3 and 4 narcotic medications mmst be kept in locked enclosed areas when not
under the direct control of an anesthesia professional.

3. Amnesthesia professionals mmst have immediate access to dmgs required for emergency
patient care. Procedures designed to prevent unauthorized access to such druags must be
consistent with this mmperative for patient safety.

4. Amnesthesia carts and anesthesia machines mav remain unlocked, and non-controlled®
medications may be lefi im or on top of unlocked anesthesia carts or anesthesia machines
mmmediately prior to, during, and immediately following surgical cases in an operating rooir,
so long as there are authorized operating room personnel in the OR suite.

Rationale
A Because the operating room suite 1s a limmted-access secure location, it 1s safe practice for
anesthesia professionals to leave non-controlled* medications on the top of their anesthesia
carts or anesthesia machines for brief periods (e g.. while going to a nearby holding area to
bring a patient into the operating rooamn).
B. At the end of anesthesia cases., when patients are particularly wvulnerable., anesthesia

.
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Recommendation on Medications in the OR

The Official Journal of the Anesthesia Patient Safety Foundation

a2l NEWSLETTER
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www.apsf.org/newsletters/html/2010/spring/01_conference.htm
APSF Hosts Medication Safety Conference

In this issue:

APSF Hosts Medication Consensus Group Defines Challenges and Opportunities for Improved Practice
Safety Conference

APSF Funds Mew Registry

Web Application to Track
Patient Safety During

Sedation Overview

by John H. Eichhrorm, MD

g:faarultsslﬁ_ﬁg%”#%g? gdne;u On January 26, 2010, the Anesthesia Patient Safety Foundation (APSF) convened a
- consensus conference of 100 stakeholders from many different backgrounds to develop

Apnea Alarms? ) . _ _ N . .
_ new strategies for “predictable prompt improvement” of medication safety in the operating
gﬂéﬁ—_ExPDi‘:rE&D Ultraviolet  rpom. The proposed new paradigm to reduce medication errors causing harm to patients
adiation in the Uperating in the operating room is based on Standardization, Technology,

Room

_ N Pharmacy/Prefiled/Premixed, and Culture (STPC). This new paradigm goes far beyond the
EDEPIIEH ':ili!g'lg” Group important but traditional emphasis on medication label format and the admonition to
Rgcgpﬁﬁﬂsendatinns for PCA “always read the label.” Small group sessions on each of the 4 elements of the new
Monitaring paradigm (STPC) debated and formulated specific recommendations that were organized

and prioritized by all the attendees.

Letters to the Editor: The resulting consensus recommendations include:
Au_:u:id_ental Intrathecal_ _ Standardization
Injection of Tranexamic Acid, = Hiah alert druas (such as phenvieohrine and epineohrine) should be available in s

—=m
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Table 1:

Consensus Recommendations for Improving Medication Safety in the Operating Room

Standardization

Pharmacy/Prefilled/Premixed

1. High alert drugs (such as phenylephrine and epinephrine) should be available in
standardized concentrations/diluents prepared by pharmacy in a ready-to-use
(bolus or infusion) form that is appropriate for both adult and pediatric patients.
Infusions should be delivered by an electronically-controlled smart device
containing a drug library.

2. Ready-to-use syringes and infusions should have standardized fully compliant
machine-readable labels.

3. Additional Ideas:
a. Interdisciplinary and uniform curriculum for medication administration safety to
be available to all training programs and facilities.

b. No concentrated versions of any potentially lethal agents in the operating room.

c. Required read-back in an environment for extremely high alert drugs such as
heparin.

d. Standardized placement of drugs within all anesthesia workstations inan
institution.

k. Convenient required method to save all used syringes and drug containers until
case concluded.

f. Standardized infusion libraries / protocols throughout an institution.

g. Standardized route-specific connectors for tubing (IV; arterial, epidural, enteral).

Technology

1. Routine provider-prepared medications should be discontinued
whenever possible.

2. Clinical pharmacists should be part of the perioperative/
operating room team.

3. Standardized pre-prepared medication kits by case type should
be used whenever possible.

4. Additional Ideas:

a. Interdisciplinary and uniform curriculum for medication
administration safety for all anesthesia professionals and
pharmacists,

b. Enhanced training of operating room pharmacists
specifically as perioperative consultants.

¢. Deployment of ubiquitous automated dispensing machines
in the operating room suite (with communication to central
pharmacy and its information management system).

Culture

1. Every anesthetizing location should have a mechanism to identify medications
before drawing up or administering them (bar code reader) and a mechanism to
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1. Establish a “just culture” for reporting errors (including near
misses) and discussion of lessons learned.

2. Establish a culture of education, understanding, and account-
ability via a required curriculum and CME and dissemination of
dramatic stories in the APSF Newsletter and educational videos.
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Medication Management (MM)

Standard MM.09.01.01
The [critical access] hospital has an antimicrobial stewardship
program based on current scientific literature.

Elements of Performance for MM.02.01.01

1.

Leaders establish antimicrobial stewardship as an organi-
Zational priority. (See also LD.01.03.01, EP 5)

MNote: Examples of leadership commitment fo an antimi-
crobial stewardship program are as follows:

Accountability documents

Budget plans

Infection prevention plans

Performance improvement plans

Strategic plans

Using the electronic health record to collect antimicro-
bial stewardship data

The [critical access] hospital educates staff and licensed
independent practitioners involved in antimicrobial or-
dering, dispensing, administration, and monitoring about
antimicrobial resistance and antimicrobial stewardship
practices. Education occurs upon hire or granting of initial

New Antimicrobial Stewardship Standard
www.jointcommission.org/assets/1/6/HAP-
CAH_Antimicrobial Prepub.pdf

Note: An example of an educational fool that can be used
for patients and famiies includes the Genters for Disease
Control and Prevention’s Get Smart document, “Viruses
or Bacteria—What'’s got you sick? at http /www. cdc.gow/
getsmart/communifly/downioads/gefsmart-chart. par.

The [critical access] hospital has an antimicrobial stew-
ardship multidisciplinary team that includes the following
members, when available in the setting:

® |nfectious disease physician

® [nfection preventionist(s)

® Pharmacist(s)

® Practitioner

Note 1: Part-time or consuftant staff are acceptable as
members of the antimicrobial stewardship multidisci-
plinary team.

Note 2: Telehealth siaff are acceptable as members of
the antimicrobial stewardship multidisciplinary team.

© The [critical access] hospital's antimicrobial steward-
ship program includes the following core elements:

® | eadership commitment: Dedicating necessary human,
financial, and information technology resources.

® Accountability: Appointing a single leader responsible
for program outcomes. Experience with successful
programs shows that a physician leader is effective.

® Dnug expertise: Appointing a single phamacist leader
responsible for working to improve antibiotic use.
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