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Order Sets, Protocols, Preprinted &
Standing Orders: CMS Interpretive
Guidelines and Regulations

The information provided in AHC Media Webinars does not, and is not intended to constitute
medical or legal advice. Opinions, references and links provided by our speakers are provided for
your convenience and do not represent our endorsement of such opinions, products or services.
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= Describe the critical changes to Tag numbers
405, 406 and 457.

= Explain the CMS requirements for hospital
standing orders and protocols.

= Explain new and revised standards, regulations,
and laws put forth by CMS, TJC and the federal

government.

= Evaluate compliance requirements and penalties.
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The Conditions of Participation (CoPs)

= Many revisions since 1986

* Hospital CoP Manual updated more frequently now
so check website monthly

= Questions to hospitalscg@cms.hhs.gov

= First regulations are published in the Federal Register
then CMS publishes the Interpretive Guidelines and
some have survey procedures 2

* Hospitals should check this website once a month for

changes
1 http://www.gpo.gov/fdsys/browse/collection.action?collectionCode=FR

2www.cms.hhs.gov/SurveyCertificationGenlnfo/PMSR/list.asp



CMS Issues Final Regulation

= CMS publishes 165 page final regulations changing
the CMS CoP and has section on standing orders

= Moved standing orders to 457 in Medical Records
which is the primary section

= SO Now In sections 405, 406, 450, and 457

» Changes effective June 7, 2013

= CMS publishes to reduce the regulatory burden on
hospitals-more than two dozen changes

= Available at www.ofr.gov/inspection.aspx



Final 1Gs on Standing Orders

A-0457

(Rev. )

§482.24(c) (3) Hospitals may use pre-printed and electronic standing orders, order sets, and
protocols for patient orders only if the hospital:

(i) Esrablishes that such orders and protocols have been reviewed and approved by the
medical staff and the hospital’s nursing and pharmacy leadership;

(ii) Demonstrartes thart such orders and protocols are consistent with nationally recognized
and evidence-based guidelines;

(iii) Ensures that the periodic and regular review of such orders and protocols is
conducted by thhe medical staff and the hospital’s nursing and pharmacy leadership to
determine the continuing usefulness and safety of the orders and protocols; and

(iv) Ensures that such orders and protocoels are dated, timed, and authenticated prompiely
inn the patient’s medical record by the ordering practitioner or another practitioner responsible
Jor the care of the patient only if such a pracritioner is acting in accordance with Srate law,
including scope-of-pracrice laws, hospital policies, and medical staff bylaws, rules, and
reculations.

Interpretive Guidelines §482.24(c)(75)

What is covered by this regulation?

There is no standard definition of a “‘standing orvder ™" in the hospital community at large (77 FR
29055, Mayv 16, 2012), bur the rterms “‘pre-printed standing orders, " “‘electronic standing
orders, " Vorder sets. U and protocols for patient orders VT are variows wavs in which the term

“standing orders " has been applied. For purposes of brevity. in owr guidance we generally use
the term “‘standing order(s) " to refer interchangeablyv to pre-printed and electronic standing:
orders, order sets, and protocols. However. we note that the lack of a standard definition for



Location of CMS Hospital CoP Manual

Medicare State Operations Manual
Appendix

« Each Appendix is a separate file that can be accessed directly
from the SOM Appendices Table of Contents, as applicable.

e The appendices are in PDF format, which is the format generally
used in the IOM to display files. Click on the red button in the
'Download' column to see any available file in PDF.

e To return to this page after opening a PDF file on your desktop.
use the browser "back" button. This is because closing the file
usually will also close most browsers

New website
www.cms.hhs.gov/manuals/downloads/som107_Appendixtoc.pdf

App. Description PDF

MNo. File

A Hospitals 2,185 KB
AA Psychiatric Hospitals 606 KB



Also Called SOM Manual

State Operations Manual
Appendix A - Survey Protocol,
Regulations and Interpretive Guidelines for Hospitals

Table of Contents

(Rev. 149, 10-09-15) www.cms.hhs.qgov/
manuals/download
s/som107 Appendi

Transmittals for Appendix A

Survev Protocol XtOC. [2
Introduction
Task 1 - Off-Site Survey Preparation Emall queStionS
Task 2 - Entrance Activities hOSp|taISC9 @C
Task 3 - Information Gathering/Investigation ms.hhs. gov

Task 4 - Preliminarv Decision Making and Analvsis of Findings

Task 5 - Exit Conference

Task 6 — Post-Swurvey Activities

Psvchiatric Hospital Survev Module

Psvchiatric Unit Survev Module

Eehabilitation Hospital Survev Module

Inpatient Rehabilitation TUnit Survev Module




CMS Survey and Certification Website

Home | Akout CMS | Careers | Mewsroom | FAG | Archive | Share @D Help L) Email () Print

CMS.gov

Learn about your healthcare options Search

Centers for Medicare & Medicaid Services
. S Medicare-Medicaid Insurance Innovation Regulations, Guidance Research, Statistics, Cutreach &
Medicare Medicaid/CHIP Coordination Orversight Center & Standards Data & Systems Education

CMS Home > Medicare > Survey B Certification - General Information > Policy B Memos to States and Regions

ETE BRI BRI D SR Policy & Memos to States and Regions
Information —_— =

* Overview CMS Survey and Certification memoranda, guidance, clarifications and instructions to State Survey Agencies and CMS
* Spotlight Regional Offices.

» CLIA www.cms.gov/SurveyCertific

Select From The Following Options:

- Contact nformatien ® Show all ftems ationGenlInfo/PMSR/list.asp#
# CMS National Background Check
TopOfPage

Frogram :
9 Show only (select one or more options):

Mursing Home Quality Assurance
& Performance Improvement Show only items whose |E| is within the past E|

Initiative Show only items whose Fiscal Year is R4
* Revisit User Fee Program

» Accreditation Show only items containing the following word

Policy & Memos to States and e . .
Regions Smwie | Click on Policy & Memos

There are 455 items in this list.
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. Secti i 04
Imﬂlementat|on Df ection 6106 of the Affordable C_E?r.e Act 15.25.NH 2015-04 2015
Collection of Staffing Data for Long Term Care Facilities 10

Alert Related to Outbreaks of Carbapenem-Resistant

Enterobacteriaceae (CRE) during gastrointestinal endoscopy. 15-32 2015-04- 2015
particularly Endoscopic Retrograde Cholangiopancreatography Hospitals/CAHs/ASCs 03
(ERCP)
Clanfication of Requirements for Off-Premises Activities and
A | of Extension Locations for Provid f Qutpatient 2015-04-

pprpva of Extension Locations for Providers of Outpatien 15.93.0PT 2015
Physical Therapy (OPT) and Speech-Lanquage Pathology 03
Services and Off-Premises Activities
Grant Award: Reinvestment of Federal Civil Money Penalty (CMP) 15.94.NH 2015-04- 2015
Funds to Benefit Nursing Home Residents o 03
2014 Final Report & 2015 Expansion Project — Centers for 2015.03
Medicare & Medicaid Services (CMS) Focused Dementia Care 15-31-NH o7 T 2015
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Access to Hospital Complaint Data

= CMS issued Survey and Certification memo on
regarding access to hospital complaint data

* Includes acute care and CAH hospitals

= Does not include the plan of correction but can
request

= Questions to bettercare@cms.hhs.com

* This is the CMS 2567 deficiency data and lists the
tag numbers

= Updated quarterly

= Available under downloads on the hospital website at www.cms.gov



Access to Hospital Complaint Data

* There is a list that includes the hospital’'s name and
the different tag numbers that were found to be out
of compliance

= Many on restraints and seclusion, EMTALA, infection
control, patient rights including consent, advance
directives and grievances and standing orders

= Two websites by private entities also publish the
CMS nursing home survey data and hospitals

= The ProPublica website for LTC

* The Association for Health Care Journalist (AHCJ)

websites for hospitals



Access to Hospital Complaint Data
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Updated Deficiency Data Reports

Home | About CMS | Mewsroom Center | FAQs | Archive | Share #§» Help - Email (= Print -~
C MS - g O v Learn about your healthcare options _
Centers for Medicare & Medicaid Services
- P Medicare-Medicaid Private Innovation Regulations Research, Statistics, Outreach and
[ malEEE e Coordination Insurance Center and Guidance Data and Systems Education
Home = Medicare = Survey & Certification - Cerdification & Compliance = Hospitals
Survey & Certification - -
AT Hospitals
Certification &
EEEEES This page provides basic information about being cenified as a Medicare andfor Medicaid hospital provider and
Ambulatory Surgery Centers includes links to applicable laws, regulations, and compliance information.
Community Mental Health Centers A hospital is an institution primarily engaged in providing, by or under the supervision of physicians, inpatient diagnostic
Critical Access Hospitals and therapeutic services or rehabilitation services. Critical access hospitals are cerified under separate standards.
Psychiatric hospitals are subject to additional regulations beyond basic hospital conditions of participation. The State
End Stage Renal Disease Facility Survey Agency evaluates and certifies each participating hospital as a whole for compliance with the Medicare
Erovidess) requirements and certifies it as a single provider institution.
Home Health Providers . . . . . . . . . .
Under the Medicare provider-based rules it is possible for ‘one’ hospital to hawve multiple inpatient campuses and
Hospices outpatient locations. It is not permissible to certify only part of a participating hospital. Psychiatric hospitals that
Hospitals participate in Medicare as a Distinct Part Psychiatric hospital are not required to participate in their entirety.
Intermediate Care Facilities for Howewver, the following are not considered parts of the hospital and are not to be included in the evaluation of the
Individuals with Intellectual hospital's compliance:
Diszakbiliti ICFs/ID . . . . . . S - .
o e S 5 ! = Components appropriately certified as other kinds of providers or suppliers. i.e., a distinct part Skilled Mursing
Clinical Laboratories Facility andfor distinct part Mursing Facility, Home Health Agency, Rural Health Clinic, or Hospice; Excluded
residential, custodial, and non-service units not meeting certain definitions in the Social Security Act; and,
Life Safety Code Requirements
= Physician offices located in space owned by the hospital but not functioning as hospital outpatient services
HNursing Homes departments
Five-Sta lity Rating Syste
e P T T e T D Accredited Hospitals - A hospital accredited by a CMS-approved accreditation program may substitute accreditation
Psychiatric Residential Treatment under that program for survey by the State Survey Agency. Surveyors assess the hospital's compliance with the
Facility Providers Medicare Conditions of Participation (CoP) for all services, areas and locations covered by the hospital's provider
agreement under its CMS Certification NMumber (CCMN).
Psychiatric Hospitals
Outpatient Rehabilitation Although the survey generally occurs during daytime working hours (Monday through Friday), surveyors may conduct
< >

www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/CertificationandComplianc/Hospitals.html
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Deficiency Data CMS Hospitals

Section Tag Nov 10, 2015
Administration of 405 312
Drugs/Standing

Orders

Standing Orders 457 40

Standing Orders for Drugs 406 33

MR Services/Standing Orders/ 450 179 Total 564
Date and Time of Order

—



CMS Order Sets, Protocols, Standing Orders

= CMS has chosen not to define the differences between
order sets, standing orders, pre-printed orders, and
protocols

= However, in the March 15, 2013 memo CMS says nurses and
other staff may administer drugs in accordance with pre-printed
and electronic standing orders, orders and protocols which are
collectively referred to as “standing orders” and effective June
2013 and radiology protocols effective July 10, 2015

= These must address well defined clinical scenarios involving
medication administration

= Refers to MR chapter and creates new tag 457

= Moved most of standing order information in tag 405 to 457

= So now look at tag numbers 405, 406, 450, and 457 (and radiology)



CMS Order Sets, Protocols, Standing Orders

=However, CMS establishes criteria and
directions on the process and policy
requirements and there are several key
poInts

* Orders and protocols are approved by the
Medical Staff in conjunction with pharmacy
and nursing leadership

= The orders and protocols must be consistent
with nationally recognized and evidenced

based guidelines



What Is the Difference?

* What is the difference between an order set,
standing order and protocol.?

= An order set is a list of individually selectable
Interventions that the ordering practitioner may
choose from

= Tool designed to help practitioners as they write orders

= An order set is an evidence based statement of best
practice in the prevention, diagnosis, or
management of a given symptom, disease, or
condition for individual patients under normal
circumstances



What Is the Difference?

= Examples might include evidenced based order
sets (printed or electronic) for:

= Acute MI, CHF, or Pneumonia,
= CABG, stroke, asthma, ventilation weaning,

= Total knee replacement, total hip replacement, hip
fracture,

= Sepsis, flu Immunization

= [t Is Important to know what the different
organizations standards are such as ENA, ACEP,
AORN, ASPAN, etc.



What Is the Difference?

= A standing order is an order (orders) that may be
Initiated without an initial order by the nurse If the
patient meets certain criteria

= Standing orders are written documents that contain
orders for the patient based on various stipulated
clinical situations

= They usually name the condition and prescribe the
action to be taken in caring for the patient

= They are commonly used in ICU’s, CCUs, and the
emergency department

= Note some hospitals use standing order and protocol interchangeable



Standing Orders

= Those criteria and the resulting orders require prior
approval in policy by the medical staff

= Example; Start an IV in the ED on a patient having
chest pain

= Glve tetanus to patient in the ED who has not had
one in the specified period

= Give ACLS drugs to a patient in cardiac arrest

= Example: The surgery center has a preop standing
order to start an IV on all patients of 1000 cc 0.9
NaCl at 25 cc an hour



What Is the Difference?

= A protocol also requires the patient to meet certain
clinical criteria, but there must be an order to initiate
the protocol

= |t IS a step by step statement of a procedure
routinely used Iin the care of individual patients to
assure that the intended effect is reliably achieved

= Example would be a heparin protocol for a patient
naving a Ml in the emergency department and the
ohysician has ordered the same

= Important thing is to understand the CMS standards

for what the hospital is doing



Example of a Heparin Protocol UW

UW Medicine A

HARMACY SERVICES Anticoagulation Services
m About UW Medicine Anticoagulation Services ) )
Anticoagulation

UW Medicine Anticoagulation Clinics

Apixaban (Eliquis) > The Anticoagulation Services program at UW Medicine is operated by the UW Medicine Department of Pharmacy. C t
enter of
AT DR ) " Services encompass the management of anticoagulant therapy in pharmacist-managed anticoagulation clinics at the University of Washington Medical EXCCI lence
Dabigatran (Pradaxa) > Center (UWMC) | Seattle Cancer Care Alliance (SCCA) and Harborview Medical Center (HMC) as well as coordination of the use of antithrombotic 2015 - 2017
BT (EaEe) - agents in the inpatient setting.
Fondaparinux (Arixtra) > Pharmacist providers are involved in clinical practice, training and education, and research activities consistent with the mission of UW Medicine and
. the Department of Pharmacy. EUI“m
Heparin > i i
o Suggestions for converting toffrom
Low molecular weight heparins "The goals of pharmacist-managed anticoagulation services include treafment and prevention of thromboembalic disease and rivaroxaban
(LMWH} " minimization of complications of anfithrombofic therapy." = Wafarin maintenance dosing
[ el (] - 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. ¥YOU AGREE TQO THE Ll Dgra_m_ X L
Warfarin (Coumadin) > TERMS OF U SE; IF YOU DO NOT AGREE, DO NOT USE THE SITE. O DR ETTTS ZIEMEE TS

for antithrombotic agents
Read more Suggestions for converting toffrom
Altemnative monitoring of . NEW GUIDELINES for Conversion ("Switching”) From One Anticoagulant to Another o LMWH dosing guidelines
antithrombotic therapy Neuraxial guidelines
Antithrombofic reversal guidelines

o

o

In June 2015, UWMedicine Anticoagulation Services posted guidelines for converiing from one anticoagulant fo another. See the recommendations

o

Anticoaguation and neuraxial = " Anti ; VSt i -
anesthiia > under the new purple tab fitled "Anticoagulant Conversions ('Switching’)" in the upper right hand corner of the home page. o Warfarin teaching booklefs
F - Read more o Refer a patient

Slesding Risk Assessment g e 'Washington State Anticoagulation

Central venous catheter NEW GUIDELINES for Management of Superficial Vein Thrombosis RS

management

In May 2015, new UWMedicine Guidelines for Management of Superficial \Vein Thrombosis were approved. The new guidelines can be found in the

Chronic anfithrombotic therapy » WTE section of this wehsite
Guidelines for reversal of . A H
. http://depts.washington.edu/anticoag/home/
Heparin-induced > 3/10/2015: New Assay for Chromogenic Factor X

thrombocytopenia (HIT)
UWhiedicine Dept of Laboratory Services has obtained a new assay for chromogenic factor X. Corresponding CFX levels equivalent to various INR
goal ranges have changed. Please see the section on Alternative Monitoring of Antithrombotic Therapy for further details.

Peri-procedural anticoagulation &

WTE >
Read more



Chénges to Heparin Power Plans and Infusions

Quick Guide for Nurses

New Power Plans
Provider will choose from:

(5= 33¥Heparin, Rx Heparin Infusion Standard Protocols
[E=lHeparin, Rx Heparin Infusion, Provider Managed

Standard Protocol — (most infusions) nurse managed adjustments using algorithms Provider Manac
— provider must order EVERY dose change

For Standard Protocol (nursing managed algorithms) -

* Loading doses and starting ranges will be based on INDICATION

I % Acute Thrombosis Treatment

I Efz, AFb, valve Replacement, Per Op Bridgimg, or Other
— &5 Acute Coronary Syndrome

— Gl suvoke

*Dosing will be WEIGHT BASED — Use "Weight for Calculations” in ORCA

Height & Weight for Calculatioss

Verfiy correct Weight entered in g = pump

- - ation - kg Height for Calculation - cm
= T —

What you will see on the EMAR
*Continuous Infusion

enarin- 2% units + Dextrose 5% in Water 250 milL

25




*Nurses will make dose adjustments using algorithms
Regularand Low Intensity

REGULAR Intensity Algorthm (PTT Goal: 60to 10

LOW ntensity Algonthm (PTT Goal: 60 to 80)

PRN RE-BOLUS ’ INFUSION FUSION | NEXT PRN RE-BOLUS FANGE INFUSION | NEXT PTT
(ses RATE RATE
| s kgh unts
ONLY ¥ ordzred by ; ONLY f ordarad by
<4 provider-- sze PRN Nang herzasedyduntshyly | Bhouss <d nlowder - e PRN Nore | Increaseby Buneskahe | Ghous
pllE ords.
ONLY Fordzred by ONLY f ordarad by
{5 prwcter-- sz PRI Honz Increase by 2 untedky e b howrs 449 Bl yider - e PRN None Increase by 2umiskate | B hous
e | ordars,
; :'N..Y I 01dzred by ORLY f ordarad by
DI | povier-see PR None | Iereasedy tuntshyle | 6houss 5.5 ponde-seePAN | None | Icrsaseby furishghr | Ghows
riers T orders |
ours 41,
- — | — A fhen g AN 60-00 None None NO CHANGE w:;s:’}‘
10110 hone | Mone E"”?" 3 byl ur W‘?f‘h 6 how A1-100 Nene Nowe | Decrozco oy Tunehglhe | Bhows
11120 None one | Decteaebyduntobghr | G hous 1012 [E Hrirutes | Deviesse by Zunshly | Bhous
[21-150 Noe | M0mnges | Decrease by 2 unilslh B hows 121-150 None B mirutes | Decrezse by 2untshkaly | 6 hous
(51,199 None A0mingtes | Dectease hy3iritshashr | 6 hous (54199 None 60 mirutes | Decresse by Juntskgl | 6 fowss




UW Medicine

Intravenous Heparin - STANDARD Protocol
**Check orders to determine which algorithm to use**

REGULAR Intensity (PTT Goal: 60 to 100)

PTT PEN RE- | INFUSION | CHANGE MEXT PTT
(seconds) BOLUS HOLD INFUSION
TIME DOSE
iunits.fkﬁfhri
ONLY if
ordered by
<40 ) Increase by
{Natify provider for psrg:gﬁN_ Ll Junitsfkg/hr L
any PTT=30)
orders.
ONLY if
ordered by
. 40"4_9 provider — Mone Incr;ase by & hours
{Notify provider for 2 unitsfka/hr
any PTT=30) see PRN
orders.
ONLY if
R0-RO ordered by
{Notify provider for |  provider — None 1'”3;?;?; ?hyr 6 hours
2 consecutive see PRN g
PTTs 50-59) orders.
6 hrs
(after 2
60-100 None Mone NO CHANGE consecutive
PTTs inrange,
check PTT q AM)
Decrease by
101-110 None None 1 units/kathr 6 hours
Decrease by
111-120 None None 2 unitsfka/hr 6 hours
30 Decrease by
121-150 None minutes 2 unitsfkg/hr 6 hours
ili] Decrease by
151-199 None minutes 3 unitsfkg/hr 6 hours

«LOW» Intensity (PTT Goal: 60 to 80)

PTT PRNRE- | INFUSIO | CHANGE NEXT PTT
{seconds) BOLUS | NHOLD | INFUSION
TIME DOSE
iunits!kg!hr]‘
ONLY if
<40 ordered by
{Notify provider | provider—- | None én::i&;?f :,Jh}; 6 hours
for any PTT<50) | see PRN g
orders.
ONLY if
40-49 ordered by
(Notify provider | provider— | MNone zlngrﬁzﬁf :Jhyr 6 hours
for any PTT<50) | see PRN g
orders.
ONLY if
(Nﬂﬂﬁf}?ﬁg ide ordered by Increase by
provider T
for 2 consecufive provider None 1 unitshkg/hr 6 hours
Prssosg) | SeePRN
orders.
fi hrs
NO (after 2
G0-80 None None consecutive
B 1S PTTs in range,
check PTT q AM)
; Decrease by
81-100 None None 1 unitsfka/hr 6 hours
30 Decrease by
L= None | inutes | 2 units/kg/hr fis
60 Decrease by
121150 None minutes | 2 units/kg/hr 6 hours
60 Decrease by
Rk None | minutes | 3 units/ka/hr Tl




What Is the Difference?

= Pre-printed order set Is a set of orders which is
printed physician orders

= This prevents the physicians from having to write all
the orders from memory

= Can be specific to a physicians such as their orders
for total knee surgery

= Can be pre-printed orders to reflect order sets
approved by the Medical Staff to promote best
practices and the current evidenced based literature

» Has the potential to improve patient safety and

—outcomes




Preprinted Orders Vs Order Sets

* [n some hospitals, preprinted orders were
traditionally individual physician specific

* Order sets replaced these traditional ones in some
hospitals

= Oro
and

= Oro

er sets in some hospitals are diagnosis specific
based on published guidelines and research

er sets are implemented only by the physician

or licensed independent practitioner (LIP) or their
delegate

= |[nsulin order set, cellulitis order set, ACS thrombolytic

theraE¥ order setI newborn circumcision order set




Appendix

Creating Preprinted Physician Orders for Clinical “best
practice’ Review Wwww.anrqg.gov/downloads/pub/advances2/vol2/Advances-

Criteria for consideration when creating ﬂrﬁﬂﬂligei’g:hre orinted physician orders

Content anmd Format es

Crders reflect current "best practice"

Orders are created in Arnial 10- or 12-point font

Crders do noet contain unapproved abbreviations

Crders do ot contaim confusing symbols (e.g., < and =]

Blanket orders are not used. (i.e., Besume home meds)h.

Dirder contfains space for physiciam signature, physician I #, and dats

U R N R R

Admission crders include “Admit as inpatent,” "Outpatient,” or “Observation Siatus,”
as appropriats

Drders are single-sided [Rewverse side of sheet should contaim additional information or
references cnlyl

]

Medication Safety Yes

10 Abbreviaticons, wihen wused, are kept to a3 minimun

Medicatomn orders are ot numbered

1=z Medicaton orders contain drug mame, dose, noute, and frequency

1= If multiple nouwutes are listed, order conmtains criteria o determine which route to use

14 When possible, order comtains dose written as g, amd not as tablets ocr mL

15 Order doses mot contain multipls ranges

15 Chrder comtains indication for PRM medications

17 Time frame is writtemn for 'Y bolus §F 1IW push orders

1= Generic and trade names (if applicable) of medication arse usad

Actions by the Clinical “Best Practice™ Committee (CBF) may include:

aranging presentaticon of orders according to standardized format

Adding indications of regulatory f Performmance measures, =tc.

Adding DWT prophylaxis, vaccimation status, smokimg counseling. patient educaticn, eto




So What’s In Your Policy?

PRE-PRINTED PROVIDER ORDER SETS

All pre-printed orders shall be created and approved by the appropriate FHS IDT or Leadership
Team and provided on FHS forms. The FHS pre-printed orders have been reviewed. approved and
aligned with medical staff rules and regulations. hospital policy. Joint Commission. CMS.
Department of Health. FHS formulary and other relevant regulatory agencies.

All relevant order sets involving medication are additionally reviewed by Pharmacy and the PT&T
Commuittee and as needed the Medication Satety Leadership Team to ensure appropriate medication
prescribing and ordering practices are followed.

The Pre-Printed Provider Order Set process 1s supported centrally by the Clinical Effectiveness
Division and its oversight Provider Orderset Standardization and Implementation Workgroup
(POSSI).

The use of pre-printed orders must be individualized. documented as an order in the patient’s
medical record and authenticated by a practitioner responsible for the care of the patient and
authorized by the Medical Statf and state law scope of practices,

The registered nurse verifies that the orders have been processed and indicates the time. date and
signature next to the order.

A Registered nurse may complete the order sets through use of verbal or telephone orders from an
authorized practitioner provided that the orders are read back to the practitioner per policy.

Items on the order set that do not have a box to check or are pre-checked are intended to be used for
all patients. These items may be denoted by a bullet point or dash.

Items that have a checkbox in front of them are only carried out if the box i1s checked. This provides
customization to fit the individual patient needs and/or practitioner preference.

Items without a checkbox or pre-checked that the physician does not want ordered must be lined out
and imitialed.

Note: Some of the pre-printed orders have multiple choices within the individual medication

sections as denoted by a line preceding the medication. Examples include oral TV analgesics or anti-
emetics. Tf there 1= no mmudance nrovided as to the nreferential order for medication administration.



What Is the Difference?

= A health care guideline is an evidence-based
statement of best practice in the prevention,
diagnosis, or management of a given symptom,
disease, or condition for individual patients under
normal circumstances

= CMS requires that standards of practice and
standards of care be entered into P&P and
guidelines

= Examples: The CDC intravascular guidelines, CDC
guidelines to prevent catheter associated UTI, CDC
hand hygiene guidelines, etc.



ISMP Guidelines for Order Sets

ISMP DEVELOPS GUIDELINES FOR STANDARD ORDER SETS

From the March 77, 2070 issue WWW.ismp.org/TOOIS/guidelines/defau|t.aSp

ISMP has long been an advocate for the use of standard order sets to minimize incorrect or incomplete prescribing,
standardize patient care, and ensure clarity when communicating medical orders.(1-3) Whether in electronic or paper
format, well-designed standard order sets have the potential to:

Integrate and coordinate care by communicating best practices through multiple disciplines, levels of care, and
services(4)

Modify practice through evidence-based care(4)

Reduce variation and un-intentional oversight through standardized formatting and clear presentation of orders(1-
4)

Enhance workflow with pertinent instructions that are easily understood, intuitively organized, and suitable for
direct application to current information-management systems and drug administration devices(1-4)

Reduce the potential for medication errors through integrated safety alerts and reminders(1-4)

Reduce unnecessary calls to prescribers for clarifications and guestions about orders. (1-4)

However, if standard orders are not carefully designed, reviewed, and maintained to reflect best practices and ensure
clear communication, they may actually contribute to errors—many of which have been described in our newsletters and
=till occur today. In fact, the ISMP consulting team often identifies dozens of serious problems related to the content,
format, and approval /maintenance of standard order sets when visiting healthcare organizations of all sizes and types.
Below we describe the importance of paying careful attention to the design and maintenance of standard order sets as
well as provide examples of commonly observed problems that can lead to serious errors. Guidefines for Standard
Order Sets to help avoid these problems can be found on our Web site at: www.ismp.org/ Tools /guidelines /default.asp.

Content

Careful attention to the content of standard order sets helps ensure they: 1) are complete, 2) include important orders be

-vond what the prescriber may initially consider (e.q., specific monitoring reguirements), 3) reflect current best practices,
| 1 P

111


http://www.ismp.org/Tools/guidelines/default.asp
http://www.ismp.org/Tools/guidelines/default.asp
http://www.ismp.org/Survey/surveyResults.asp
http://www.ismp.org/Survey/surveyResults.asp
http://www.ismp.org/newsletters/acutecare/actionagendas.asp
http://www.ismp.org/newsletters/acutecare/actionagendas.asp
http://www.ismp.org/newsletters/acutecare/hazardalerts.asp
http://www.ismp.org/newsletters/acutecare/hazardalerts.asp
https://www.ismp.org/orderforms/msaAcuteForm.asp
https://www.ismp.org/orderforms/msaAcuteForm.asp
http://www.ismp.org/newsletters/acutecare/contestwinners/ContestWinners.asp
http://www.ismp.org/newsletters/acutecare/contestwinners/ContestWinners.asp
http://www.ismp.org/newsletters/ambulatory/default.asp
http://www.ismp.org/newsletters/ambulatory/default.asp
http://www.ismp.org/newsletters/nursing/default.asp
http://www.ismp.org/newsletters/nursing/default.asp
http://www.ismp.org/newsletters/consumer/default.asp
http://www.ismp.org/newsletters/consumer/default.asp

FORMAT

LAYOUT AND DIRECTIONS FOR USE

111

» Follows an official standard format that has been approved by an appropriate interdisciplinary committee (e.g., pharmacy and therapeutics
committee, safety committee, forms committee)

+ Identifies the order set name at the top of the form/screen and, as appropriate, specifies the targeted patient population (e.g., adult, pediatric,
neonatal, adult oncology)

- Differentiates similar order sets employed for similar conditions (e.q., different heparin order sets based on various clinical conditions)
» Includes directions for completing the order set at the top of the form/screen

» Uses a standard method (e.qg., check boxes, circling) for prescribers to activate/select desired orders that minimizes confusion regarding how
inactivated/unselected orders are to be interpreted (e.qg., yes/no check boxes may be problematic regarding correct interpretation if the
physician checks neither the yes nor no option; with paper order sets, a single box to check—activate—an order may be less error-prone)

+ Separates orders into logical groupings of treatment, procedure, and medication orders

» Uses separate lines/entries for each medication order; multiple orders do not appear on one line or within a single entry

» Includes the name of the drug and dose/strength on the same line /entry

» Avoids listing products with look-alike names near each other

» Lists the most common or preferred drug, strength, and dose first, if multiple drugs, strengths, and doses are available from which to choose
+ Uses "OR" to indicate when choices between products must be made and includes specific guidance regarding that choice

» Provides adequate space between the medication name and dose (e.g., “propranolol 20 mg, not propranolol20 mg, which may look like 120
mg), and between the numerical dose and unit of measure (e.g., 3 units, not 3Units, which can look like 30 units)

+ Provides adequate space between numbers used to sequence orders and the actual orders themselves (to prevent misinterpretation of the %
¢ | Il | )




CMS Requirements

= So what are the CMS requirements for order sets,
protocols, pre-printed orders and standing orders?

= Any hospital that accepts Medicare or Medicaid must follow
these for all hospital patients

= CMS included a section in the June 7, 2013 changes to
the Federal Register and added to tag 457

= CMS has now a total four sections on standing orders;
tag 405, 406, 450, and 457 (and see radiology protocols)

= Remember most of the information in tag 405 was moved to
457

* The development of protocols and standing orders is

best described as a 'Iournex



Standing Orders, Protocols, Order Sets

= First, CMS said that a physician order was needed
first and that standing orders had to be initiated
before one could implement them

» Hospitals argued this is not what the federal register
said.

= CMS agrees and issues changes to the CoP
manual October 17, 2008

= CMS issues “Standing Orders in Hospitals™ memo
October 24, 2008, S&C 12-5

* |t amended Tag 406 and 450 (which gets amended again
June 5, 2009, March 15, 2013 IG, June 7, 2013)



Standing Order Memo

DEPARTMEIMT OF HEALTH & HUMARM ZERVICE=
Centers for IWMedicare & MWedicaid Services

7500 Facurity Boulewvard, Mail Stop 52-12-25
Baltimore, IMaryland 21244-1550

Center for Medicaid and State Operations,/Survey and Certification Group

Ref: S&C-09-10

DATE: O ctober 24, 2008
www.cms.gov/SurveyCertificat

lonGeninfo/PMSR/list.asp#To

FROM: Diarector
Survey and Certification Group pOfPage

TO: State Survey Agency Directors

SUBJECT: “Standing Orders™ in Hospitals — Revisions to S &C Memoranda

Memorandum Summary

A. Standing Order Clarification: We are clanfyving a portion of S&C-08-12 and S&C-
08-18, issued on February 8 and April 11, 2008 respectively, regarding use of standing
orders in hospitals. The use of standing orders must be documented as an order in the
patient’s medical record and signed by the practitioner responsible for the care of the
patient, but the timing of such documentation should not be a barner to effective
emergency response, timely and necessary care, or other patient safety advances.

B. Fuiture Directions: “We express our interest in working with the professional




Revised Tag 405 and 406

Old Tag

New Tag

A -0404 — combine with A-0405
§482.23(c) 1) (11)— Drugs and
biologicals may be prepared and
administered on the orders contained
within pre-printed and electronic
standing orders, order sets, and
protocols for patient orders only if
such orders meet the requirements of
§482.24(c)3).

A -0405

(1) - All drugs and biologicals must be
administered by, or under supervision
of, nursing or other personnel in
accordance with Federal and State
laws and regulations, including
applicable licensing requirements, and
in accordance with the approved
medical staff policies and procedures.

A-0405
§482.23(c) Standard: Preparation and administration of drugs.

{1} Drugs and biologicals must be prepared and admimistered in accordance with Federal and State laws, the
orders of the practitioner or practitioners responsible for the patient’s care as specified under §482.12(c), and
accepted standards of practice.

(i) Drugs and biologicals may be prepared and administered on the orders of other practitioners not specified
under 9482.12(c) only if such practitioners are acting in accordance with State law, including scope of practice
laws, hospital policies, and medical staff bylaws, rules, and regulations.

§482.23(c)2) All drugs and biologicals must be administered by, or under supervision of, nursing or other
personnel in accordance with Federal and State laws and regulations, including applicable licensing requirements,
and in accordance with the approved medical staff policies and procedures.

A-0406

A-0406

S482.23(ck1) (ii)— Drugs and biologicals may be prepared and administered on the orders contained within pre-
printed and electronic standing orders, order sets, and protocols for patient orders only if such orders meet the
reguirements of §482.24(c)i3).

§482.23(c)(7)- With the exception of influenza and pneumococcal polysaccharide vaccines, which may be
administered per physician-approved hospital policy after an assessment of contraindications, orders for drugs and
biologicals must be documented and signed by a practitioner who is authorized to write orders in accordance with
State law and hospital policy and who is responsible for the care of the patient as specified under §482.12(c).

S482.23(ck3)(iii) Orders for drugs and biologicals may be documented and signed by other practitioners not
specified under §482.12(c) only if such practitioners are acting in accordance with State law, including scaope of

practice laws, hospital policies, and medical staff bviaws, rules, and regulations.



Tag 405 Standing Orders 2014

= Most of the sections on standing orders were
moved to tag 457

= CMS says drugs must be administered in response
to an order from a practitioner or on the basis of a
standing order

* The standing order must subsequently be signed off
or authenticated by the practitioner

= This includes a date and time along with the signature

* The surveyor is to determine if there is a standing
order and the right medications was given to the

ﬁatient




Tag 405 Amended in 2014

DEPARTMENT OF HEAT . TH & HUNLAN SERVICES
Centers for Medicare & Medicaid Services

7500 Security Boulevard, Mail Stop C2-21-16
Baltimmore, Maryland 21244-1550

CINVIS

CFEFRTFRS FOYR AAFIFMICARFE & MEFIPICALNT SFREVICFS

Center for Clinical Standards and Quality/Survey & Certification Group

Ref: S&C: 14-15 -Hospital

DATE: MLarch 14, 2014
TOr: State Survey Agency Dhirectors
FROMIL: IDMrector

Survewy and Certification Group

SUBJECT: Requirements for Hospital Medication Administration. Particularly Intravenous
(I Dledications and Post-Operative Care of Patients Receiving IV Opioids

MMemorandimm Sumarmanry

e Medicariorn Adminisrrarion: "We are updating our guidance for the hospital medication
administration requircments to:

* MNlake clear that the medication administration requirciments under the nursing services
condition of participation (CoP) are related to only some components of the owverall
hospital medication process. but that hospitals are expected. through this and the related
requirements under the pharmaceutical services and quality assessment/performance
improvement CoPs. to take a comprehensive approach to the medication process.

.

Update our guidance for I'V medications and blood transfusions in general: and

= Reflect the need for patient risk assessment and appropriate monitoring during and after
medication administration. particularly for post-operative patients receiving I'V opioid
medications. in order to prevent adverse events.

o Tmmmrediare Posr-operarive Carer Clarification is also being made to the gunidance for the
surzical services CoP reaguirement for hospitals to have adeguate provisions for immediate




Final Transmittal Issued June 6, 2014

J - DFepartment of Health &
CMS Manual System Human Services (DHHS)
Pub. 100-07State Operations Centers for Medicare &

. . - e . MMedicaid Services (ChAIS)
Provider Certification

Transmatial 116 Dhate: June &, 20014

STUBJECT: Revised State Operations Manunal (SOM), Appendix A, Survey Protocol,
Regulations and Interpretive Guidelines for Hospitals

I STMMARY OF CHAMNGES: Clarification is provided for varions provisions of 42 CFR
482 .23 (c), concerning medication administration, and 42 CFR 482 . 51(by4). concerning
pPost-operative patient care.

NEW/REVISED MATERITAT. - EFFECTIVE DATE: June &, 20014
IMMPLEMENTATION DATE: June 6, 2014
www.cms.gov/Regul
I'hre revision date and transmittal o ber apply fto the red italicized material only. Ay or.fa{#i'onS-and-
meaterial was previonsly publishhed and remains nnchanged. However, if this r‘m'i’sr’a!;gon ATEET 5 /G d /
a fable aof contents, yvou will recetve the new 'revised information only, and not the en sWdCE uigance

af contents. Transmittals/Downlo

II. CHANGES IN MANUAL INSTRUCTIONS: (N4 if manual not updated.) ads/R116SOMA.pdf
(R = REVISED, N = NEW, D = DELETED) — (Only One Per Row.)

BEND | CHAPTER/'SECTION/SUBSECTIONTITL.E

R Appendix ASSwrvey Protocol, Regulations and Interpretive Guaudelines fior
Hospitals/A-0405/5482 23 (c)Standard: Preparation and Admsmistration of
Dyugs

R Appendix A/Swrvey Protocol, Regulations and Interpretive Guudelines fior

Hospitals/A-0409/5482 23(ci(4)/Blood transfisions and intravenons
medications mmst be admimstered in accordance with State law and approved
medical staff policies and procedures_

R Appendix A/Swrvey Protocol, Regnlations and Interpretive Guadelines for
Hospitals/A-0412/§482 23(c) &)/ The hospital mawy allow a patient {or his or her
caregiver/support person where appropriate) to self-administer both hospatal-
1ssuned medications and the patient's own medications brooght into the hospatal,
as defined and specified in the hospital's policies and procedures.

R Appendix A/Suwvey Protocol. Regunlations and Interpretive Guadelines for
Hospitals/A-0957/5482 51 (b)) 4y There mmst be adequate provisions for
mmmediate post-operative came.




Tag 406, 407, and CMS 2008 Memo

= Standard: Drugs and biologicals must be prepared
on the orders contained within pre-printed and
electronic standing orders, order sets, and protocols
only If meets the requirements of tag 457

= Again, order can be signed by physician or practitioner
(like a PharmD, NP or PA) who is allowed by state law,
hospital P&P, and the Medical Staff

= Tag 406 requires that all orders for drugs and
biologicals must include things like the name of the
patient, date and time of the order, weight if applicable
(be sure to only get weights on children in kilograms
and not pounds), drug name, dosage, frequency, etc.



Tag 406 Flu and Pneumovac

= Order must be documented In the chart

= Reiterated that flu and pneumonia vaccines
can be administered per physician approved
hospital policy after an assessment of the
contraindications

= There is no requirement for the physician or
other practitioner to sign or authenticate the
order

* The Joint Commission recognizes the same

exception



Standing Orders for Vaccines Website

Home | AboutlAC | Contact |
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Immunization Action Coalition

Handouts for Patients & Staff

“accine Information Statements

Clinic Resources

Diseases & Vaccines

For the Public For Coalitions

Talking about Vaccines Topics

|1AC Home | Handouts

Clinic Riesources

Handouts: Clinic Resources

Standing Orders for Administering Vaccines

Administering Vaccines

Adult Vaccination
== Administering vaccines
== Documenting vaccination
== Patient-friendly schedules
== Jcreening questionnaires
== Standing orders
== Vaccine summaries

== Vaccine recommendations
Documenting Waccination
Parent Handouts
Patient Schedules
Questions and Answers

Recommendations

Chickenpox (varicella) vaccine - Children and teens
Eligible health professionals may vaccinate children and teens who meet any of the crtena
on this form [EP30504]

Chickenpox (varicella) vaccine - Adults
Eligible health professionals may vaccinate adults who mest any of the criteria on this form
[#P3080]

Eligible health professionals may vaccinate children under 7 who mest any of the criteria on
this form [#P3073]

Hepatitis A vaccine - Children and teens
Eligible health professionals may vaccinate children and teens who meet any of the crtena
on this form [EP3077A]

Hepatitis A vaccine - Adults
Eligible health professionals may vaccinate adults who mest any of the criteria on this form
[#P3077]

www.immunize.org/standing-orders/

Sl Gbors e Medmirabering [T b ke, Prmrages Fase dgm 7 Tobew

Preview of handout
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Standing Orders for Administering DTaP to Children Younger than Age 7 Years

Purpose: To reduce morbidity and mortality from tetanus, diphtheria, and pertussis by vaccinating all infants and children who
meet the criteria established by the Centers for Disease Control and Prevention’s Advisory Committee on Immunization Practices.

Policy: Under these standing orders, eligible nurses and other healthcare professionals (e.g., pharmacists), where allowed by state
law, may vaccinate infants and children who meet the criteria below.

Procedure
|. Identify infants and children ages 2 months through 6 years who have not completed a diphtheria, tetanus, and acellular pertussis
(DTaP) vaccination series.

2. Screen all patients for contraindications and precautions to DTaP:
a. Contraindications:
* a history of a severe allergic reaction (e.g., anaphylaxis) after a previous dose of DTaP or to a DTaP component. For a list
of vaccine components, go to www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/B/excipient-table-2.pdf.
* a history of encephalopathy (e.g., coma, decreased level of consciousness: prolonged seizures) not attributable to another
identifiable cause within 7 days of a previous dose of pertussis-containing vaccine.
b. Precautions:
* moderate or severe acute illness with or without fever
* history of arthus-type hypersensitivity reactions after a previous dose of tetanus or diphtheria toxoid-containing vaccine;
defer vaccination until at least 10 years have elapsed since the last tetanus-toxoid containing vaccine
* progressive or unstable neurologic disorder (including infantile spasms for DTaP), uncontrolled seizures, or progressive
encephalopathy until a treatment regimen has been established and the condition has stabilized
* fever of 105° F (40.5° C) or higher not attributable to another cause within 48 hours of a previous dose of DTaP
* collapse or shock-like state (i.e., hypotensive hyporesponsive episode) within 48 hours of a previous dose of DTaP
* seizure within 3 days of a previous dose of DTaP
* persistent, inconsolable crying lasting more than 3 hours that occurred within 48 hours of a dose of DTaP
* history of Guillain-Barré syndrome within 6 weeks of previous dose of tetanus toxoid-containing vaccine

3. Provide all patients (or, in the case of minors, their parent or legal representative) with a copy of the most current federal Vaccine

Information Statement iVIS i You must document in the ialicm's medical record or office loi. the iublicalion date of the VIS




Tag 406 Order Required

= Your state law sets forth the scope of practice and
not CMS and determines if the person is a LIP such
as nurse practitioners

* Orders may also be provide by others who are
authorized such as podiatrists, nurse practitioner,
pharmacists, dentists, optometrist, chiropractor, or
clinical psychologists

" In July 16, 2012 FR: CMS does not want to be an
obstacle to what state law permits so for example if
state allow PharmD to manage anticoagulant clinic
will allow to sign off order if done by MS approved

Erotocol




2014

CMS Changes July 11,

= CMS published some final changes to hospital CoP
on May 7, 2014 and in FR May 11, 2014

= Says will save healthcare providers $660 million
annually and 3.2 billion over five years

= Several are important to the CMS ¢

letary CoPs

» Reiterated about not restricting sco

ne of practice

and deferring to the state law and state scope of

oractice

a member of the MS

* Practitioner such as dietician (4-1-2015) and
nharmacist can be C&P and either a member or not



Final Federal Register Changes

DEPARTMENT OF HEATL.TH AND HUMAN SERVICES

Centers for Medicare & Medicaid Services
42 CFR Parts 413, 416, 440, 442, 482, 483, 485, 4806, 4858, 491. and 493

[CMS-3267-F] www.ofr.gov/(S(5jsvvwmsi4nfjrynav20ebeq))/OFR
Upload/OFRData/2014-10687_PI.pdf

RIN 0938-AR49
Medicare and Medicaid Programs: Regulatory Provisions to Promote Program Efficiency,
Transparency, and Burden Reduction: Part IT

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

ACTION: Final rule.

SUMMARY: This final rule reforms Medicare regulations that CMS has identified as
unnecessary. obsolete, or excessively burdensome on health care providers and suppliers, as well
as certain regulations under the Clinical Laboratory Improvement Amendments of 1988 (CLIA).
This final rule also inereases the ability of health care professionals to devote resources to
improving patient care. by eliminating or reducing requirements that impede quality patient care
or that divert resources away from providing high quality patient care. We are issuing this ruale

to achieve regulatory reforms under Executive Order 13563 on improving regulation and



CMS Memo on Standing Orders Oct 28, 2008

= Standing orders must be documented as an order Iin
the patient’s chart

= Standing orders must later be signed off by the
physician, or other qualified practitioner, along with
being dated and timed

= \Went over standards for pre-printed orders
discussed under tag 450

= All qualified practitioners responsible for the care of
the patient and authorized by the hospital in
accordance with State law and scope of practice

are permitted to issue patient care orders



CMS Memo on Standing Orders Oct 28, 2008

= Standing orders should be evidenced based

= Many hospitals used protocols to standardize and
optimize patient care in accordance with clinical
guidelines or standards of practice

= Formal protocols may also be used with code team
or rapid response teams

= Pre-printed orders are a tool designed to assist
gualified practitioners as they write orders

= Preprinted orders are allowed but must be approved
by the medical staff



Pre-printed Orders Tag 450

*=Note In final IG, adds tag 457

= |f a physician or LIP Is using pre-printed order
set, then must comply with the below
sections

= A preprinted order set is a tool generally
designed to assist qualified practitioners as

they write orders

= For example, an orthopedic surgeon goes to the
cabinet and gets out his three page order sheets
for total knee surgery




Pre-printed Orders Tag 450

= CMS states the physician must identify the total
number of pages in the order set

= Doctor documents 3 of 3 pages

= Remember must sign, date and time the order

= If electronic medical record still need to date and
time the order and affix electronic signature

= The physician or practitioner must sign, date, and
time the last page of the orders also

* This includes initiating or signing either the top or
the bottom of the pertinent pages



Pre-printed Orders Tag 450

* This was done to prevent alterations in the medical
record

= [f any additions, deletions, or strike outs are done In
the order sheet then the physician or LIP needs to
Initiate to show that they made the change and not
someone else

= Order sets may include computerized menu that are
a functional equivalent of the preprinted order set

= |In the case of electronic orders, the physician or
LIP selects the orders and then affixes an electronic

signature which includes a date and time




Standing Orders and Protocols

= CMS issued more than two dozen changes that
went into effect June 7, 2013 and added new tag
number 457

= This was first in March 15, 2013 interpretive
guideline in a CMS memo

= And effective on June 7, 2013 and now In current CMS
manual

= |t was clarified that CMS is allowing for the
administration of medications and biologicals on the
orders contained within preprinted and electronic
standing orders, order sets, and protocols for patient

I —




Order Sets, Protocols, Standing Orders

*CMS notes there are many situations,
besides rapid response teams, where
standing orders would be helpful

= This Iincludes the emergency
department for things such as asthma,
heart attacks, and stroke

= Again the ED staff would need to enter
the order in the chart and sign off the
orders as discussed




Tag 457 Added by CMS June, 2013

0ld Tag New Tag
New content for this Tag number, A-0457
Previous citations under old Tag A
0457 will be attributed to Tag A-0454 | §482.24(c)(3) Hospitals may use pre-printed and electronic standing orders, order sets, and protocols for patient orders

only if the hospital:

(i)  Establishes that such orders and protocols have been reviewed and approved by the medical staff and the
hospital s nursing and pharmacy leadership;

(11} Demonstrates that such orders and protocols are consistent with nationally recognized and evidence-based
guidelines,

(111) Ensures that the periodic and regular review of such orders and protocols is conducted by the medical staff and
the hospital's nursing and pharmacy leadership to determine the continuing usefulness and safety of the orders
and protocols; and

(iv) Ensures that such orders and protocols are dated, timed, and authenticated promptly in the patient's
medical record by the ordering practitioner or by another practitioner responsible for the care of the
patient only if such a practitioner is acting in accordance with State law, including scope-of-practice laws,
hospital policies, and medical staff bylaws, rules, and regulations.

A-0458 A-0458 §482.24(c)(4) - All records must document the following, as appropriate:




Tag 457 Standing Orders 2013

= Standard: Hospitals can use preprinted and
electronic standing orders, order sets, and protocols
for patient orders only if the hospital has the
following 4 things:

= Make sure the orders and protocols have been
reviewed and approved by the MS (such as the
MEC) and the hospital’s nursing and pharmacy
leadership

= Demonstrate that the orders and protocols are
consistent with nationally recognized and evidenced
based guidelines



A-0457
(Rev. )

§482.24(c) (3) Hospitals may use pre-printed and electronic standing orders, order sets, and
protocols for patient orders only if the hospital:

(i) Establishes that such orders and protocols have been reviewed and approved by the
medical staff and the hospirtal’s nursing and pharmacy leadership;

(ii) Demonstrates that such orders and protocols are consistent with nationally recognized
and evidence-based guidelines;

(iii) Ensures that the periodic and regular review of such orders and protocols is
conducted by the medical staff and the hospital’s nursing and pharmacy leadership to
determine the continuing usefulness and safety of the orders and protocols; and

(iv) Ensures that such orders and protocols are dated, timed, and authenticated prompily
in the patient’s medical record by the ordering practitioner or another practitioner responsible
Jor the care of the patient only if such a practitioner is acting in accordance with Srate law,
including scope-of-practice laws, hospital policies, and medical staff bylaws, rules, and
regulations.

Interpretive Guidelines §482.24(c)(5)

What is covered by this regulation?

There is no standard definition of a “standing order ™ in the hospital community at large (77 FR
29055, May 16, 2012), bur the terms “‘pre-printed standing orders,” "electronic standing
orders, " “order sets, " and “protocols for patient orders’ are various ways in which the term
“standing orders’ has been applied. For purposes of brevity, in our guidance we generally use
the term “‘standing order(s) " to refer interchangeably ro pre-printed and electronic standing
arders, order sets, and protocols. However, we note that the lack of a standard definition for
these terms and their interchangeable and indistinct wuse by hospitals and health care



Tag 457 Standing Orders 2013

* Ensure that there Is periodic review the standing
orders conducted by MS, nursing and pharmacy
leadership to determine the usefulness and safety

* Ensure that the standing orders are dated, timed,
and authenticated by the ordering physician or other
practitioner responsible for the care of the patient

1. As long as practitioner is acting in accordance with state
law

2. Scope of practice
3. Hospital P&P and

4. MS bzlaws and R/R



Tag 457 Standing Orders 2013

= No standard definition of standing orders

= For brevity CMS uses standing orders to include
pre-printed orders, electronic standing orders, order
sets and protocols

= Said these are forms of standing orders

= States lack of standard definition may result in
confusion

= Not all preprinted and electronic order sets are
considered a standing order covered by this
regulation



Tag 457 Standing Orders 2013

= Example; Doctor or qualified practitioner
picks from an order set menu and treatment
choices can not be initiated by nurses or
other non-practitioner staff then menus are
not standing orders covered by this regulation

* Menu options does not create an order set
subject to these regulations

* The physician has the choice not to use this
menu and could create orders from scratch or

modig It



Tag 457 Standing Orders

" In cases, where a nurse can Initiate without a prior
specific order,

= Then policy and practice must meet these regulations
= Doesn’t matter what it is called
= Must meet certain pre-defined clinical situations

= Emergency response or part of an evidenced-based
treatment where it is NOT practical for a nurse to obtain a
written order or verbal order

= Hybrids still require compliance with this section

= Order set has a protocol for nurse Initiated such as KCL



Standing Order Requirements 457

* Must be well-defined clinical situations with
evidence to support standardized treatments

= Appropriate use can contribute to patient safety
and gquality care

= Can be Initiated as emergency response

= Can be Initiated as part of an evidenced based
treatment regime where not practicable to get a
written or verbal order

* Must be medically appropriate such as RRT

= Make sure new staff educated on existinﬁ ﬁrotocols



Standing Order Requirements 457

= Triage and initialing screening to stabilize ED
patients presenting with symptoms of MlI, stroke,
asthma

= Post-operative recovery areas like PACU
= Timely provisions of immunizations

= Can’t be used when prohibited by state or federal
law so no standing orders on R&S

= CMS has set forth a number of minimum
requirements for standing orders that must be
present for a well-defined clinical scenario



Minimum Requirements for Standing Orders

= Must be approved by MS, nursing and pharmacy
leadership

= P&P address how it Is developed, approved,
monitored, Iinitiated by staff and signed off or
authenticated

= Make sure new staff or LIPs trained on protocols

= Must have specific criteria identified in the protocol
for the order for a nurse or other staff to initiate

= Such as a specific clinical situation, patient condition or
diagnosis

= Must include Erocess to have them siﬂned off




Minimum Requirements for Standing Orders

= Hospital must document standing order Is
consistent with nationally recognized and evidenced
based guidelines

= Burden is on the hospital to show there is sound
basis for the standing order

= Must have regular review to ensure its still useful
and a safe order

= P&P address how to correct it, revise or modify

* Must be placed in the order section of the chart

= Must be dated, timed, and signed



Tag 457 Standing Orders

= Make sure there Is periodic and regular review of
the orders and protocols conducted by the MS,
nursing and pharmacy leadership to determine the
continued usefulness and safety

= Make sure they are dated, timed, and authenticated
promptly in the medical record

= Signed off by the ordering practitioner or another
practitioner on the case

* Could be signed off by non-physician if allowed by
hospital policy, state law, the person state law scope
of practice, and MS bylaws or R/R



Radiology Protocols

= CMS issues a survey memo May 15, 2015
rewriting the radiology and nuclear medicine
standards

=41 pages memo and make sure radiology
department directors and radiologists have a
copy of this

= These were finalized in a transmittal iIssued on 7-
10-2015

= These contained several protocol requirements
for the radiology department



Radiology Protocols

* There are also many required policies

= Must have written protocols developed or approved
by the radiology director in conjunction with
radiology staff to make sure diagnostic and
therapeutic procedures are performed safety

= Such as radiology techs, patient safety officer, physicist,
etc.

= Must ensure that protocols for the various types of
lonizing radiation diagnostic or therapeutic imaging
modalities are designed to minimize the amount of
radiation while maximizing the yield and producing

diagnosticallx acceﬁtable image ﬂualit¥




Radiology Protocols

= EXisting protocols must be reviewed periodically
and updated

* Must follow accepted protocols to ensure the
correct quality, quantity, and placement of
radiation

= Policies and protocols to identify patients at high
risk for adverse events for whom the radiologic
study or procedure might be contraindicated

= Pregnant women, individuals with known allergies
to contrast agents, individuals with implanted

devicesI etc.




Radiology Protocols

* The surveyor is to verify that there are written
hospital policies and procedures and protocols for
specific radiologic services modalities

= They must be based on identified professionally
approved standards

= Must address the ALARA principle as well as the
other safety and risk-reduction measures discussed

In the guidance

= As Low as Reasonably Achievable which is defined
by the EPA to minimize exposure to ionizing radiation
as low as reasonably achievable



Subq Insulin Order Set
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Advocacy Purpose of the Tool: Encourage proper use of inpatient insulin by encouraging the use of long acting scheduled (basal) insulin, pre-meal
scheduled insulin with adjustment doses, and reduced adjustment doses for HS. Use of traditional sliding scale insulin as sole insulin regimen is

Events strongly discouraged. Improve glycemic control AND reduce hypoglycemic events.
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Insulin Drip Protocol

@ THE NEW* YALE INSULIN DRIP PROTOCOL “Ng@

The following inswin drip protoco! i intended for use in Socammis daoo ferde i an JOL sefive, Bt i wod & ifteally 2aifored far
zﬂm.-;: refividhoals with diifrpeeic SmerFehdies, Su{;ﬁ as dﬁa&?ﬂ%ﬁgmm (’D'}g:lfjlﬂar Fopperafpeemic ﬁygerasmalar Sypriiﬁrime (%HH‘}J s
When these diaghreses ave Being considered, or if BG= SO0 gl an M0 showdd Be comswlted for specific srders. dlve, please motify an
RADY i the Fesponse 2o the tewlil drip s wriowaelorexpecte, oF i any sitwation avizes that is et adequately addressed by these puidafimes.
The starfing dose, adiustmernts, and plucose taorgeis Foawe Beer intens ifted

Initating An Insulin Drip

1.} ESULLN DNFUSION: Mix 1 units Fepnlar Human Insulin per 1 oo 008 250 N2l Admdnister wia infusion pamys (in increments of 005 Tfhe]
23 FPRIMVOTIG: FInsh 50 oo of InsulindNs drip theengh all IV tubing, befers infinsien begins (te saturate the insulin WMnding sites in the mbing)
3} THRESHOLD: IV insulin isindicated in any critically il patient with persistent BOG = 140 mp/dl; considarnss if BG = 110 mgfdl
4} TARGET BLOOD SGLUCOSE (BG) LEVELS: 20-119 mgrdlY.
53 BOLUS & IMNTIAL INSULIN DEIP EATE: Hinitial BO > 150, divide initial BG lesrel (mgfdl} by T, then round to nearest £.5 units for
toelus AND initial dvip rate I initial B -0 1 50 mopfdl, divide by 70 for inital deip rate only (ie., O boelns)
Examyples: 1} Inttial BG 333 mgfdl: 335 : ™ 478, roundad T te 50 5 units IV belns + start drip & 5 unitafhe.
2 Inital BG 148 mgddl: 148 - 70 211, reundad | te 20 start dvip @ 2 unitshe (IO belng)

Fingerstick (F5} Blood Chucose Monitoring

1.}Check FS homly until stable (defined as 3 consecntive walues in targst rangs). In hypotensive patients, capillary bleed ghncess (e, fingersticks)
may be inaccurate and obtaining a blood sampls from an indweslling wascular catheter may be preferable.
2.} Once stable, chack FS g 2 hours; ohce stablax 12-24 hours, FS checks can be spaced te g 4 heurs IF:

2} ne significant change in clinical conditicn A0 b} ne sipnificant changes in notritienal intaks
3} I any of the follewing cconr, considar the tamporary resumptien of honrly FS menitoring, until BO is again stablz

2} any changs in ingulin drip rate (i.e. BG out of targst rangs} b} significant changss in clinical condition

c}initiaticn or cessation of presscy or sterodd theraps d} initiatich or cessation of dialvsis oo OV VYH

g} initiation, cessation, o rate change of nutrit cnal support (TP, FPIY, tube feadings, st}

Changing the Insulin Drip Raie

HfBG -= 50 mgidl
D INSULITY DRIP CGive 1l Amp {25 g} D50 IV, recheck B g 15 minutes
= "When BG = M0 mgfdl, wait 1 hour, recheck BG, then restart drip at 50% of mest recent rate (if BG still = 20 mgdl

fBG SO-a0 medl:

WO TRIRTTT TR I T TF cormmmd e o dHe Coe A cnld dn accacel amiera T dran 1S A TS T vachacl- BT A 18 sainadac




|CSI Protocols

Institute for Clinical )
ICSI Systems Improvement Events Calendar Contact/Help Site Search a

SN Health Education & - : Guidelines &
™ Initiatives Services For Putleots More

About ICSI MNewsroom

HOME

www.icsi.org/guidelines _more/

Guidelines & More

GUIDELINES & MORE

New & Recently
Revised Guidelines

) ) ICSI champions the use of evidence-based medicine. A cornerstone of its work is enlisting clinicians from its
Guidelines A to Z membership to perform rigorous reviews of current scientific literature and develop evidence-based guidelines
and protocols on numerous health conditions that enable clinicians in 180 countries to practice best medicine.

About ICSI

Guidelines
Browse By TYPE/CONDITION

Endorsement Process

Work Group

Opportunities & & GUIDELINES/PROTOCOLS
Work GTOLE [CJeenavicral Health O cardiovascular
Members [Jendocrine
CONeuro ogical
Response Report [Paliiative Care [ Patient Safety & Reliability
Forms E [Iprevention & Screen ng D?es:-i'atcr'_.-ﬂisease
Jsurgica Owemen's Health )

Mantt MMhart


https://www.icsi.org/about_icsi/icsi_membership/member_and_sponsor_account_set-up/
https://www.icsi.org/about_icsi/icsi_membership/member_and_sponsor_account_set-up/
https://www.icsi.org/about_icsi/icsi_membership/member_and_sponsor_account_set-up/forgot_password/
https://www.icsi.org/about_icsi/icsi_membership/member_and_sponsor_account_set-up/forgot_password/
https://www.icsi.org/
https://www.icsi.org/
https://www.icsi.org/events_calendar/
https://www.icsi.org/events_calendar/
https://www.icsi.org/contact_us/
https://www.icsi.org/contact_us/
https://www.icsi.org/
https://www.icsi.org/
https://www.icsi.org/health_initiatives/
https://www.icsi.org/health_initiatives/
https://www.icsi.org/education__services/
https://www.icsi.org/education__services/
https://www.icsi.org/for_patients/
https://www.icsi.org/for_patients/
https://www.icsi.org/guidelines__more/
https://www.icsi.org/guidelines__more/
https://www.icsi.org/about_icsi/
https://www.icsi.org/about_icsi/
https://www.icsi.org/newsroom/
https://www.icsi.org/newsroom/
https://www.icsi.org/
https://www.icsi.org/
https://www.icsi.org/guidelines__more/
https://www.icsi.org/guidelines__more/
https://www.icsi.org/guidelines__more/new__recently_revised_guidelines/
https://www.icsi.org/guidelines__more/new__recently_revised_guidelines/
https://www.icsi.org/guidelines__more/guidelines_a_to_z/
https://www.icsi.org/guidelines__more/guidelines_a_to_z/
https://www.icsi.org/guidelines__more/about_icsi_guidelines/
https://www.icsi.org/guidelines__more/about_icsi_guidelines/
https://www.icsi.org/guidelines__more/endorsement_process/
https://www.icsi.org/guidelines__more/endorsement_process/
https://www.icsi.org/guidelines__more/work_group_opportunities/
https://www.icsi.org/guidelines__more/work_group_opportunities/
https://www.icsi.org/guidelines__more/work_group_members/
https://www.icsi.org/guidelines__more/work_group_members/
https://www.icsi.org/guidelines__more/response_report_forms/
https://www.icsi.org/guidelines__more/response_report_forms/
https://www.icsi.org/guidelines__more/gantt_chart/
https://www.icsi.org/guidelines__more/gantt_chart/
https://www.icsi.org/guidelines__more/
https://www.icsi.org/guidelines__more/
https://www.icsi.org/guidelines__more/search_-_keyword/
https://www.icsi.org/guidelines__more/search_-_keyword/

Opiolid Prescribing Protocol
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Opioid Prescribing Protocol; Acute Pain Assessment

and

The Acute Pain Assessment and Opioid Prescribing Protocol was
- e - View Guidelne

developed in response to community and national concern over the

misuse, abuse and diversion of oploids. It focuses on the acute pain
phase and, potentially, the first prescription of opioids. It encourages the
exploration of all options for pain management, followed by careful
oplold risk assessment and shared decision-making with the patient,
prior to prescribing. The document is structured similarly to a guideline
but because of limited evidence, meets only protocol standards. It
includes risk assessment tools and guidance for talking with patients

about opioids.
View Podcast and Presentation

Revision Date: January 2014
First Edition Log in to see more information
abowt this guideline.

View Tips for Using our Scientific
Documents

Scope and Target Population

Login

This protocol will include recommendations for acute pain assessment, risk assessments, therapies and treatment
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Alcohol Withdrawal Treatment Protocol

iEvidence—Based Revision of an Alcohol Withdrawal Or der Set Treatment Protocol

Background: Every year several hundred thousand hospitalized patients are treated with
alcohol wathdrawal , either as a primary or secondary diagnosis. In 2003, due to lugh
numbers of our patient population experiencing alcohol withdrawal, the Medical ICTT at
the X X3 Hospital, implemented a symptom triggered alcohol withdrawal order set
protocol which incorporated the standardized CIT'W A scale (Clinical Institute Withdrawal
Assessment), and treated primarily with oral clorazepate or oral or intravenous (IV)
lorazepam. The order set was expanded 1in 20035 to include all inpatient areas, dividing the
orders into treatment of intensive Emergency/ICU patients and less intensive

MMedical /Surgical patients. In May 2008, because of concerns among several of the MICT
physicians and nurses, the MICU Qutcomes Committee reviewed the most current
alcohol withdrawal literature for evidence-based best practice protocols and subsequently
modified the al cohol withdrawal order set. Physician concerns included: 1) Patients
receiving large benzodiazepines doses on the current protocol causing over sedation
which required intubation to protect the patient’s airway; 2) Patients receiving a
continuous infusion of lorazepam which delaved extubation by several days. Nursing
concerns included inereasing benzodiazepine usage due to the lack of adjunct

medicati ons to manage associated alcohol wathdrawal symptoms such as agitation,
delirium, and adrenergic stimulation with hyp ertension and tachycardia.

Purpose: The purpose of this evidence-based project was to revise the XX XX aleohol
withdrawal treatment practice order set based on the evidence and to include adjunct
medications to improve patient safety and outcomes.

MMethods: The Multidisciplinary MICTU Qutecomes Committee revised the aleohol
withdrawal order set to include additional evidence-based adjunct medications to reduce
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Soidolines Chronic Obstructive Pulmonary Disease (COPD): Diagnosis and Management of Acute

Expert Commentaries Exacerbations

Guideline Syntheses Guidelines Being Compared:
Guideline Resources 1. Global Initiative for Chronic Obstructive Lung Disease (GOLD). Global strategy for the diagneosis, management, and
prevention of chronic obstructive pulmonary disease. Vancouver (WA): Global Initiative for Chronic Obstructive Lung Disease

(GOLD); 2011. 78 p. [503 references]

Annotated
Bibliographies

Compare Guidelines
FAQ

. University of Michigan Health System (UMHS). Chronic obstructive pulmo . Ann Arbor (MI): University of
Michigan Health System; 2010 May. 17 p. [7 references]

] ) Areas of Comparison of || Strength of Evidence
[ -
Submit Guidelines Agreement and Recommen- and Recommendation | Methodology OS'O : ;Ef:’n aﬁgt:lea':r:s ingfcnat::)ns
About Difference dations Grading Schemes

Abbrewiations

My NGC

A direct comparison of recommendations presented in the above guidelines for the diagnosis and management of acute
exacerbation of COPD is provided below. The UMHS guideline provides recommendations for the outpatient setting; GOLD
addresses both hospital and home settings.

Areas of Agreement

Diagnosis and Initial Assessment

4 I [
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** The American Society of Hematology has released five additional recommendations.

'w= UPDATES FROM THE FIELD *

"* The American Academy of Sleep Medicine has released its Choosing Wisely list.
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An initiative of the ABIM Foundation, Choosing Wisely is working to spark Sign up-for monthly updates and hightights from
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Specialty Society Lists of Five Things Physicians and Patients
Should Question (for physicians):

= AMDA - The Society for Post-Acute and Long-Term Care
Medicine

= American Academy of Allergy, Asthma & Immunology
= American Academy of Dermatology

= American Academy of Family Physicians

= American Academy of Hospice and Palliative Medicine
= American Academy of Meurology

= American Academy of Mursing

= American Academy of Ophthalmology

= American Academy of Orthopaedic Surgeons

= American Academy of Otolaryngology — Head and Meck
Surgery Foundation

= American Academy of Pediatrics
= American Academy of Physical Medicine and Rehabilitation
= American Academy of Sleep Medicine

= American Association for Pediatric Ophthalmology and
Strabismus

= American Association for the Study of Liver Diseases
= American Association of Blood Banks

= American Association of Meurological Surgeons and
Congress of Neurological Surgeons

= American College of Cardiology

= American College of Chest Physicians and American
Thoracic Society

= American College of Emergency Physicians

= American College of Medical Toxicology and American
Academy of Clinical Toxicology

= American College of Obstetricians and Gynecologists

Patient-Friendly Resources from Specialty Societies and
Consumer Reports:

= Allergy tests: When you need them and when you don't

= Antibiotics for ear infections in children: when you need
them...

= Antibiotics for pink eye. ..

= Antibiotics for urinary tract infections in older people

= Antibiotics for your skin: When you need them...

= Antibiotics: When you need them...

= Antibiotics: When children need them for respiratory illness
= Bone-density tests: When you need them...

= Breast Biopsy - Know your options

= Breast cancer treatment - A better way to check the lymph
nodes.

= (Cancer care at the end of life: When to stop cancer
treatment

= Caroti W i
= (Chest X-rays before surgery: When you need them...

= (Cholesterol drugs for people 75 and older: When you need
them...

= (Choosing pain relievers with kidney disease/heart problems
= Chronic kidney disease: Making hard choices
= (Colonoscopy: When you need it..

= (T scans for children with head Injuries: When they need
them...

= (T scans to find lung cancer in smokers: When you need
them...

= [Dentzal fillings that contain mercury: Removing them is a
bad idea

= [rugs to boost white blood cells for chemotherapy patients:
When you need them...

EE0E0N
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for more information.
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Joint Commission Standards on Protocols,
Standing Orders and Order Sets

What Hospitals Need to Know




Joint Commission Standards MM.04.01.01

= No definition of standing order, protocol, or
order set In the glossary

= However, MM.04.01.01 EP1 defines standing order
= Standing orders:

= A pre-written medication order and specific
Instructions from the licensed independent
practitioner (LIP) to administer a medication to a
person Iin clearly defined circumstances



Joint Commission Standards MM.04.01.01

= Added MM.04.01.01, EP 15, effective September 1,
2012 regarding pre-printed and standing orders

= To bring TJC standards into compliance with CMS
changes that went into effect June 7, 2013

= Standard: Medication orders are clear and accurate
* For hospitals that use TJC for deemed status (DS)

* Processes for the use of pre-printed and electronic
standing orders, order sets, and protocols for
medications orders must include the following:



TJC Standing Orders, Order Sets MM.04.01.01

* The Medical Staff (MS), Nursing and Pharmacy
need to review and approve all standing orders and
protocols

* The hospital must evaluate standing orders and
protocols to ensure they are consistent with
nationally recognized and evidence based
guidelines

= There must be a regular review of standing orders
and protocols by MS, Nursing, and Pharmacy to
determine their continued usefulness and safety



TJC Standing Orders, Order Sets MM.04.01.01

= Standing orders and protocols
= Must be dated and timed

= Must be signed off or authenticated by the
ordering practitioner or a practitioner responsible
for the patient’s care

= Must be In accordance with professional
standards of practice, and law and regulation

* Must be consistent with hospital policies and
procedures and MS bylaws and rules &
regulations

T



MM.02.01.01 Hospital Selects Medications

= Standard: The hospital selects and obtains
medications

= Recently, hospitals have experienced many
problems related to drug shortages and outages

= EP 12 States that's the hospitals develops and
approves written medication substitution
protocols to be use in the event of a medication

shortage or outage

= EP 13 States hospital must implement its approved
medication substitution protocols



MM.02.01.01 Medication Substitution Protocol

= EP14 Hospital needs to have a process to
communicate to the physicians and LIPs and staff
about the medication substitute protocol for
shortages and outages

= EP 15 Hospital implements its process to
communicate to all of the above who participate in
medication management about the medication
substitution protocols for shortages and outages

= Hospitals can sign up to get email updates on drug
shortages and outages from the FDA

= ASHP also has good resources on the same



m U.S. Food and Dﬂlg Administration = SEARCH

Protecting and Promoting Your Health

Most Popular Searches

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

1

Drugs www.fda.gov/Drugs/DrugSafety/Dru
i L
© Home @ Drugs @ Drug Safety and Availability @ Drug Shortages gShOrtageS/defaU|t.htm = P
P Efottnges -
- FDAtakes great efforts, within its legal T— Spotllght

» Drug Shortages authority, to address and prevent drug
shortages, which can occur for many reasons,
including manufacturing and quality problems,
delays, and discontinuations. The agency
works closely with manufacturers of drugs in

* 2012-2013 Influenza Season;

Current Drug Shortages Index Availability of Antivirals

Current Drug Shortages A-D * Meningitis Outbreak:

Voriconazole and Liposomal

Current Drug Shortages E-K short supply to communicate the issue and to e 5 o
help restore availability. FDA also works with :\Tphotgncm B Availability
Current Drug Shortages L- N other firms who manufacturer the same drug, NFoumancy

asking them to increase production, if possible,

* Fact Sheet: Drug Products in
in order to prevent or reduce the impact of a g

Shortage in the United States

Current Drug Shortages O-R

Current Drug Shortages S-Z shortage. |
Manufacturers are not required to report * FDAReport: A Review of FDA's
Resalved Drug Shortages information, such as reasons for shortages or Approach to Medical Product

the expected duration of shortages. However, Shortages

Drugs to be Discontinued : ) 3
many companies voluntarily provide shortage

* Statement from FDA and HHS

How to Report a Shortage or information that FDA posts on its website. FDA encourages and appreciates all
Supply Issue reporting of shortages by manufacturers. Shortage notifications and updates may on Drug Shortages
be reported to FDA at drugshortages@fda.hhs.gov.
Frequently Asked Questions
ADOUtDrUg Shonages Prit Chartannas Infarmatinn ¥
< ] ] r



http://www.fda.gov/default.htm
http://www.fda.gov/default.htm
http://www.fda.gov/SiteIndex/default.htm
http://www.fda.gov/SiteIndex/default.htm
http://www.fda.gov/NewsEvents/InteractiveMedia/default.htm
http://www.fda.gov/NewsEvents/InteractiveMedia/default.htm
https://blogs.fda.gov/fdavoice/
https://blogs.fda.gov/fdavoice/
javascript:document.getElementById('searchbox').submit();
javascript:document.getElementById('searchbox').submit();
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm296631.htm
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm296631.htm
http://www.fda.gov/default.htm
http://www.fda.gov/default.htm
http://www.fda.gov/Food/default.htm
http://www.fda.gov/Food/default.htm
http://www.fda.gov/Drugs/default.htm
http://www.fda.gov/Drugs/default.htm
http://www.fda.gov/MedicalDevices/default.htm
http://www.fda.gov/MedicalDevices/default.htm
http://www.fda.gov/Radiation-EmittingProducts/default.htm
http://www.fda.gov/Radiation-EmittingProducts/default.htm
http://www.fda.gov/BiologicsBloodVaccines/default.htm
http://www.fda.gov/BiologicsBloodVaccines/default.htm
http://www.fda.gov/AnimalVeterinary/default.htm
http://www.fda.gov/AnimalVeterinary/default.htm
http://www.fda.gov/Cosmetics/default.htm
http://www.fda.gov/Cosmetics/default.htm
http://www.fda.gov/TobaccoProducts/default.htm
http://www.fda.gov/TobaccoProducts/default.htm
javascript:window.print();
javascript:window.print();
http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain
http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain
http://www.addthis.com/bookmark.php
http://www.addthis.com/bookmark.php
http://www.fda.gov/default.htm
http://www.fda.gov/default.htm
http://www.fda.gov/Drugs/default.htm
http://www.fda.gov/Drugs/default.htm
http://www.fda.gov/Drugs/DrugSafety/default.htm
http://www.fda.gov/Drugs/DrugSafety/default.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/default.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/default.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/default.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/default.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050792.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050792.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm314739.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm314739.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm314740.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm314740.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm314741.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm314741.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm314742.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm314742.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm314743.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm314743.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050793.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050793.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050794.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050794.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm142398.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm142398.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm142398.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm142398.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050796.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050796.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050796.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050796.htm
mailto:drugshortages@fda.hhs.gov
mailto:drugshortages@fda.hhs.gov
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm335996.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm335996.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm335996.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm335996.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm323947.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm323947.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm323947.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm323947.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm323947.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm323947.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm323947.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm323947.htm
http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/FDASIA/ucm313121.htm
http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/FDASIA/ucm313121.htm
http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/FDASIA/ucm313121.htm
http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/FDASIA/ucm313121.htm
http://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/ucm275051.htm
http://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/ucm275051.htm
http://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/ucm275051.htm
http://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/ucm275051.htm
http://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/ucm275051.htm
http://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/ucm275051.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm271417.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm271417.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm271417.htm
http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm271417.htm

Email Updates on Drug Shortages

m U.S. Food and Drug Administration

Protecting and Promoting Your Health

https://public.govdelivery.com/accounts/USFDA/sub
scriber/new?pop=t&topic_id=USFDA_ 22

Email Updates

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) you select.

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

1

We have a strict privacy policy. FDA does not collect personally identifiable information other than your
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 is not a government entity. Information you provide may be made available to
GovDelivery and other non-governmental parties.

Email Address *

[Su bmit ][Cancel ]

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

Privacy Palicy - Help -l



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

ASHP Drug Shortages Resources

Login/Register | My Account | Shopping Cart #

American Society of
Health-System Pharmacists’ a

TOGETHER WE MAKE A GREAT TEAM

STORE | AJHP | COMMUNITY | eLEARNING | JOBS | ASHP FOUNDATION

Member Center Education Practice & Policy Meetings Advocacy News  Accreditation Information For...

HOME = DRUG SHORTAGES

m

Drug Shortages Drug Shortages & print & Share
Current Shortages Welcome to the ASHP Drug Shortages Resource Center, the first stop for
information and resources on drug product shortages and management.
Drugs No Longer Drug shortages can adversely affect drug therapy, compromise or delay
Available medical procedures, and result in medication errors. ASHP and its partners

work to keep the public informed of the most current drug shortages.

Resolved Shortages ,
Subscribe to RSSE) | Report a Drug Shortage

Guidelines and

Resources http://www.ashp.org/shortages

Report a Drug Shortage

SO FIND DRUG SHORTAGES

Search by Generic Drug Name OR Search by Drug Shortage List... =
4 I P


http://www.ashp.org/default.aspx
http://www.ashp.org/default.aspx
http://www.ashp.org/shortages?gotosso=true
http://www.ashp.org/shortages?gotosso=true
http://www.ashp.org/go/account.aspx
http://www.ashp.org/go/account.aspx
http://www.ashp.org/go/cart.aspx
http://www.ashp.org/go/cart.aspx
http://store.ashp.org/
http://store.ashp.org/
http://www.ajhp.org/
http://www.ajhp.org/
http://connect.ashp.org/
http://connect.ashp.org/
http://elearning.ashp.org/
http://elearning.ashp.org/
http://www.careerpharm.com/
http://www.careerpharm.com/
http://www.ashpfoundation.org/
http://www.ashpfoundation.org/
http://www.ashp.org/
http://www.ashp.org/
http://www.ashp.org/menu/AboutUs.aspx
http://www.ashp.org/menu/AboutUs.aspx
http://www.ashp.org/menu/MemberCenter.aspx
http://www.ashp.org/menu/MemberCenter.aspx
http://www.ashp.org/menu/Education.aspx
http://www.ashp.org/menu/Education.aspx
http://www.ashp.org/menu/PracticePolicy.aspx
http://www.ashp.org/menu/PracticePolicy.aspx
http://www.ashp.org/menu/Meetings.aspx
http://www.ashp.org/menu/Meetings.aspx
http://www.ashp.org/menu/Advocacy.aspx
http://www.ashp.org/menu/Advocacy.aspx
http://www.ashp.org/menu/News.aspx
http://www.ashp.org/menu/News.aspx
http://www.ashp.org/menu/Accreditation.aspx
http://www.ashp.org/menu/Accreditation.aspx
http://www.ashp.org/menu/InformationFor.aspx
http://www.ashp.org/menu/InformationFor.aspx
http://www.ashp.org/menu/DrugShortages
http://www.ashp.org/menu/DrugShortages
http://www.ashp.org/menu/DrugShortages/CurrentShortages
http://www.ashp.org/menu/DrugShortages/CurrentShortages
http://www.ashp.org/menu/DrugShortages/DrugsNoLongerAvailable
http://www.ashp.org/menu/DrugShortages/DrugsNoLongerAvailable
http://www.ashp.org/menu/DrugShortages/DrugsNoLongerAvailable
http://www.ashp.org/menu/DrugShortages/DrugsNoLongerAvailable
http://www.ashp.org/menu/DrugShortages/ResolvedShortages
http://www.ashp.org/menu/DrugShortages/ResolvedShortages
http://www.ashp.org/menu/DrugShortages/Resources
http://www.ashp.org/menu/DrugShortages/Resources
http://www.ashp.org/menu/DrugShortages/Resources
http://www.ashp.org/menu/DrugShortages/Resources
http://www.ashp.org/menu/DrugShortages/Report-Drug-Shortage
http://www.ashp.org/menu/DrugShortages/Report-Drug-Shortage
http://www.ashp.org/
http://www.ashp.org/
http://www.ashp.org/shortages
http://www.ashp.org/shortages
http://www.ashp.org/rss/notavailable/
http://www.ashp.org/rss/notavailable/
http://www.ashp.org/menu/DrugShortages/Report-Drug-Shortage.aspx
http://www.ashp.org/menu/DrugShortages/Report-Drug-Shortage.aspx

ASHP Resources on Managing

A5 H P EEFOERET

ASHP Guidelines on Managing Drug Product
Shortages in Hospitals and Health Systems

D»EVELOFED EY AMASHEP EXFERT PAMNEL ON DTG PRODITCT SHORTAGES: ERIM K. FOXE, AMMNMETTE BRIRT,
KEM B JATIES, HEATHER KOO, SAMDEREA SALVERSOR, AP TPOPRA I SOFELIFT

Purpose

Drig product shortagess can ad-
wer s=ly affect A o theraper. commpro-
mise or dslay medical procedurss
arud resnlt in medication =rrors*s
Hz=alth cars professiorals ars itersas-
ingly conwcsernsd abomat the clindical
=ff=ct that shortagss have on pa-
tiemts ared the tremerndon s resources
required to address shortagss %
Adverse patient omtcomes relatsed
to dmyg produact shortagsst2F2 havs
promptsd agersesdws managern snt
strategi=s by health cars providers
anid gained the attendion of the Joint

Axro T Health -Sy st Fha ooo, 2000050 Gt ] S0 i

ComInissiont® thse gowvernimnsrnt, 4=
and ths media %1% Drag prodact
shortagss adwerssly affect health -
systern finaress by incrsasing the
cost of d=livering paterd cars larg=ly
thr cragh highesr dmgacquisition ard
persormsl costs® In addition, short-
ages crsats a high l=wsl of frastration
for everyorne itwrolved, incluading par -
chasdinng agents, phatmnacists it s=s
physicians and paterds*

Flatm ging dm gy prodnct shortagess
is particnlarly complex for practi-
tioners in hospitals amvdl health sys-
temn s (hersirmfter, “health systerns™ L

becanss thess facilitiss routinsly
tre=at patients with acnts or erner g=nt
conditions nssa Agnificard mmmnber
of redically necsssary or singgls -
somIcs prodiacts and ass high cost
ne=w druag techniologi=ss. The s= health
cars providers ars challeryosd duritig
druag product shortagss to snsuars
the provisiornn of ssamnlsss sate and
thera pentically squivaleant drm g ther-
apy. preferably at comparabls costs.
Th=e pharmacy despartmnsnt mmnst
tales a l=adership rols in sfforts to
dewslop arnd imnplstnenit appropriats
strategiss and processes for informmn -

Tioxn

Desaelopend thoonaxzh the A5HEP CDLm-ﬁ.I.DnP]‘mTcﬁ::.-

ITranrie Pharools., FASHE: Posario (Pax=s1l . Larrars .5

Faye; Pichar 1. S:a]-::aJ,Ph:ar_rnD FLASHE ECDSHEP: T o= Barbaascis,
Pharrolh, BASHEP; Denomis Tribbhle, Pharmoo I Dranis]l Paobirsor,.
Ph-*arrn_D.,. FAotHE;: Phil Tohreorne 5. F&SHP, Stephen Bokel.
Pharrols, FMH. A BECP S5 Fathkeen Pd. Suara, Pharoor., BTHSE
P SHP: Helen B4, Calree=s. Phaon . BAE A ; Bdichasl & ndersorn,
Pharrol>r ((AaZa’): Sally BErooks, hd I, As5E (&G&j, Shelly S
Pharroo . (&G&j, bdfary RdoFuigesan., Pharro D (AEd ) Peooe
jolal Es o :




NPSG.03.05.01 Anticoagulant Protocols

= Standard: Reduce the likelihood of patient harm
associated with anticoagulant therapy

* This standard applies to hospitals that provide
anticoagulant therapy or long term prophylaxis for
things like atrial fibrillation where it is expected label
values will remain outside normal values

* Does not apply to short term use to prevent DVTs

* EP2 Hospitals must use approved protocols
for the Initiation and maintenance of
anticoagulant therapy



University of Washington Anticoagulation
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_ The anticoagulation services program at UW Medicine is operated by the Department of Pharmacy.
glf““”.'“'”e”.dat'““ far Services encompass the management of anticoagulant therapy in pharmacist-managed anticoagulation
ronic Antithrombotic » . ) ) ] . A A 3 A .
Therapy clinics as well as coordination of the use of antithrombotic agents in the inpatient setting. Pharmacist
providers are involved in clinical practice, training and education, and research activities consistent with
the mission of UW Medicine and the Department of Pharmacy.
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Other Sections Mentioning Protocols

= MM.05.01.01 A pharmacist reviews the
appropriateness of all medication orders to be
dispensed in the hospital

= EP1 An exception to the rule is if the medication delay
would harm the patient

* The radiology department is expected to define through a
protocol or a policy the role of the LIP in the direct
supervision of a patient during and after IV contrast

= Recommend policy and not a protocol for contrast (CMS)

* MM.06.01.05 Must have written process for use of
Investigational medication that specifies If patient

Involved In investiﬂational Erotocol



ACR Contrast Manual

www.acr.org/~/media/ACR/Docume
PDF/QualitySafety/Resources/Contr
%20Manual/2015 Contrast_Media.p

ACR Manual on Contrast Med




Other Sections Mentioning Protocols

= NPSG.07.04.01 Related to central line associated
bloodstream infections

= Need standardized protocol and checklist

= Need standardized protocol for sterile barrier
precautions

= Use standardized protocol to disinfect catheter hubs and
Injection ports

= PC.01.02.15 Hospitals in California must make
sure dose of CT scan is recorded in the medical
record or on the protocol page that lists the
radiation dose



CHA Guidelines and Standing Orders

= The California Hospital Association (CHA) has a
resource guide that hospitals may find helpful,
especially hospitals in California

= The full name of this document is “CHA Guidelines for
Standing Orders, Standardized Procedures and Other
Delegation Tools.”

= |t also provides several definitions that may be helpful
although some of these definitions are found in California
statutes or laws

= The CHA Order Set Tool i1s available at
http://www.calhospital.org/sites/main/files/file-
attachments/final- cha final phys order chart 6-1-

b




Standing Orders & Be Aware of Any State Laws

)CHA GUIDELINES FOR STANDING ORDERS, STANDARDIZED PROCEDURES AND OTHER DELEGATION TOOLS

This is infended as a tool to provide generalized guidance; please seek advice of counsel when utilizing delegation tools.
*Regulations and laws are constantly changing, the following summary is based on today’s requlations.

What are they and
who do they apply to?

What can or can’t they
be used for?

Special conditions for Medicare/Medi-Cal:

Standing
Orders

+ Standing orders are written orders used in the
absence of a specific order for a specific patient
provided by a licensed health care practitioner
acting within the scope of his or her professional
licensure.’

* Standing orders are conditioned upon the
occurrence of certain clinical events, initiated by the
treating health care practitioner. All patients who
meet the criteria for the order receive the same
treatment. Once the triggering event is identified,
an allied health professional (A.H.P) or licensed
independent practitioner (L.I.P) may initiate
treatment pursuant to a standing order. :

* Standing orders can be used by a physician to
authorize a nurse practitioner (“NP”),” or physician
assistant r["P,t'!.”}lll to provide specified services.

* Use of standing orders for medical assistants are
limited and subject to specific rules and settings.’

For example, a standing order is one of two ways to
meet the statutory requirement for medical

* Note: While the statutes and regulations
described below deal almost exclusively
with the use of standing orders in the
context of administering drugs to
patients, standing orders have o much
broader application than just drug
administration, Final rules at 42 CFR
5482.24 allow hospitals flexibility to use
standing orders. Added requirement for
medical staff, nursing, and pharmacy to
approve written and electronic standing
orders, orders sets and protocols. Orders
and protocols must be based on nationally
recognized and evidence-based guidelines
and recommendations. ”

* |n a hospital, standing orders for drugs
may be used for specified patients when
authorized by a person licensed to
prescribe. A copy of the standing orders
for a specific patient must be dated,
timed, promptly signed by the
prescriber, and included in the patient's
medical record. Such standing orders

Services billed to Medi-Cal that are the
result of routine or standing orders for
admission to a hospital are not
reimbursable when applied
indiscriminately to all patients. All
patient orders, including standing orders
for particular types of cases, must be
specific to the patient and must
represent necessary medical care for the
diagnosis or treatment of a particular
condition.’

While historically CMS has generally
frowned on the use of standing orders,
CMS recently proposed a rule that would
allow hospitals to use standing orders
under certain circumstances.®
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CHA GUIDELINES FOR STANDING ORDERS, STANDARDIZED PROCEDURES AND OTHER DELEGATION TOOLS

This is intended as a tool to provide generalized guidance; please seek advice of counsel when utilizing delegation tools.
*Regulations and laws are constantly changing, the following summary is based on today’s requlations.

What are they and
who do they apply to?

What can or can't they
be used for?

Special conditions for Medicare/Medi-Cal:

Standardized
Procedures

Standardized procedures can be used by RNs, nurse-
ridwives, or NPs, " and mean either of the
following:

(1)

2)

Policies and protocols developed by a health
facility licensed pursuant to Chapter 2
(commencing with § 1250) of Division 2 of the
Health and Safety Code through collabaoration
among administrators and health professionals
including physicians and nurses (e.g., an
interdisciplinary committee).

Policies and protocols developed through
collaboration among administrators and health
professionals, including physicians and nurses, by
an organized health care system which is not a
health facility licensed pursuant to Chapter 2
(commencing with Section 1250) of Division 2 of
the Health and Safety Code.

The policies and protocols shall be subject to any
guidelines jointly promulgated by the Medical
Board of California and the Board of Registered
Nursing.ls

Note: While many of the statutes and
requlations described below deal
exclusively with the use of standardized
procedures in the context of administering
drugs to patients, we believe that
stondardized procedures have a much
broader application than just drug
odministration.

Standardized procedures may be used to
legally allow RNs and NPs to perform
some functions that would otherwise be

considered the practice of medicine.”

The administration of dimethyl sulfoxide
may be performed pursuant to
standardized procedures developed by an
organized health care system through
collaboration among administrators and
health professiunals.m

+ A certified nurse-midwife or a NP

following standardized procedures may
dispense substances included in the

Califarnia Lnifarm Cantrallad Coketanane

Under both the Medi-Cal and Medicare
programs, standing orders cannot be
used to authorize the restraint of 3
patient, including when using drugs that

meet the definition of a restraint. .

101



What are they and
who do they apply to?

What can or can't they
be used for?

Special conditions for Medicare/Medi-Cal:

Protocols

(7)

(8]

(9)

Specify the scope of supervision required for
performance of standardized procedure

functions, for example, immediate supervision by

a physician.

Set forth any specialized circumstances under

which the RN is to immediately communicate
with a patient's physician concerning the
patient’s condition.

State the limitations on settings, if any, in which

standardized procedure functions may be
performed.

(10) Specify patient record keeping requirements.

(11) Provide for a method of periodic review of the

* Protocols typically apply to PAs, but may also apply
to nurse mid-wives, NPs, " or polysomnographic

Standardized prﬂcedures.n

te::hnr:rlmgis.’[s.z"‘F

* With regard to PAs, a PA and his or her supervising
physician shall establish written guidelines for the
adequate supervision of the PA. This requirement
may be satisfied by the supervising physician and
surgeon adopting protocols far some or all of the
tasks performed by the PA. The PA protocols shall

comply with the following requirements:

Note: While many of the statutes and
regulations described below deal
exclusively with the use of protocols in
the context of administering drugs to
patients, we believe that protocols have a
much broader application than just drug

. - k]
administration.

A certified nurse-midwife or a NP
following protocol may dispense
substances included in the California
Uniform Controlled Substances Act
(Division 10 (commencing with Section
11000] of the Health and Safety Ccnje}.z'L

Protocols for Schedule Il controlled
substances shall address the diagnosis of
illness, injury, or condition for which the
Schedule Il controlled substance is being
administered, provided, or issued. The
drugs listed in the protocols shall
constitute the formulary and shallinclude
only drugs that are appropriate for use in
the type of practice engaged in by the
supervising physician and surgeon. .

Under the Medi-Cal program, a single
physician is limited to supervising four
PAs [full-time equivalents). The
supervising physician and surgeon shall
review, countersign and date a sample
consisting of, at minimum, five percent
of the medical records of patients
treated by the PA functioning under the
protocols within 30 days of the date of
treatment by the pA.”

CMS suggests that a hospital's anesthesia
services policy should include protocols
for supportive life functions, e.g., cardiac

. .M
and respiratory emergencies.
CMS suggests that hospitals develop

substitution protocols to address
medication shortages.”
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Section
Section
11000) of the Health and Safety Code
11000) of the Health and Safety Code

|CSI Instit for Clinical Systems Improvement

January 2013
= Headache, Diagnosis and Treatment of
= lmmunizations
e Respiratory lllness in Children and Adults, Diagnosis and Treatment of
e Venous Thromboembolism Diagnosis and Treatment
December 20122 B
N www.icsi.org/guidelines__more/new 1
= None . — . S—
recently _revised guidelines
November 2012
= ACS: Chest Pain and Acute Coronary Syndrome, Diagnosis and Treatment of
= Hypertension Diagnosis and Treatment
e | oww Back Pain, Adult Acute and Subacute
= Venous Thromboembolism Prophvylaxis
January 2013 ol
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https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_neurological_guidelines/headache/
https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_neurological_guidelines/headache/
https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_prevention__screening_guidelines/immunizations/
https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_prevention__screening_guidelines/immunizations/
https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_respiratory_guidelines/respiratory_illness/
https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_respiratory_guidelines/respiratory_illness/
https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_cardiovascular_guidelines/vte_treatment/
https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_cardiovascular_guidelines/vte_treatment/
https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_cardiovascular_guidelines/acute_coronary_syndrome/
https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_cardiovascular_guidelines/acute_coronary_syndrome/
https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_cardiovascular_guidelines/hypertension/
https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_cardiovascular_guidelines/hypertension/
https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_musculoskeletal_guidelines/low_back_pain/
https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_musculoskeletal_guidelines/low_back_pain/
https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_cardiovascular_guidelines/vte_prophy/
https://www.icsi.org/guidelines__more/catalog_guidelines_and_more/catalog_guidelines/catalog_cardiovascular_guidelines/vte_prophy/

NY State Hospital Sepsis Protocol

www.health.ny.gov/regulations/recentl
y_adopted/docs/2013-05-
01 hospital sepsis_protocols.pdf

Hospital Sepsis Protocols

Effective date: 5/1/13

Pursuant to the authority vested in the Public Health and Health Planning Council and the
Commissioner of Health by sections 2800 and 2803 of the Public Health Law, Sections 405.2
and 405 .4 of Title 10 (Health) of the Official Compilation of Codes, Rules and Regulations of
the State of New York are hereby amended. to be effective upon publication of a Notice of

Adoption in the New York State Register, to read as follows:

Paragraphs (6) and (7) of subdivision (f) of section 405.2 are amended and a new paragraph (8)
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Protocols for Suicidal Patients in Office

Protocol for Suicidal Patients - Office Template

Post in a visible or accessible place for key office staff.

If a patient presents with suicidal ideation or suicidal

ideation is suspected and detected with screening questions ...

v should be called/paged to assist with
suicide risk assessment (e.g., physician, mental health professional, telemedicine consult etc.).

‘/Identify and call emergency support person in the community (e.g., family member, pastor,
mental health provider, other support person).

If a patient requires hospitalization ...

‘/Our nearest Emergency Department or psychiatric emergency center is
. Phone #

www.sprc.org/sites/sprc.org/files/OfficeProtocolDevelopmentGuide.pdf
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WHO Best Practice Protocols

e World Health
i Organization

Best Practice Protocols
Clinical Procedures Safety

List of Contents
Ethics- Patient Consent www.who.int/surgery/publications/BestPra

A e cticeProtocolsCPSafety07.pdf

Hand Washing Techniques

Scrubbing and gowning

Prevention of Transmission of HIV

Infection Prevention and Universal Precautions
VWaste disposal in clinical procedures at resource limited health care facility
Diagnosis of Labour

10. Diagnosis of vaginal bleeding in early pregnancy
11.Severe Pre-Eclampsia and Eclampsia

12. Eclampsia Management

13. Urinary Retention: Emergency Drainage
14.Caesarean Section

75. Check List Prior to inducing anaesthesia

16. Managing unexpected effects of a spinal anaesthetic
17. Postoperative management

18. Postoperative pain relief

CoaNaORON=
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16. Managing unexpected effects of a spinal anaesthetic
17.Postoperative management

18. Postoperative pain relief

19. Cardiac life support

20. Airway Management

21.Surgical Cricothyroidotomy

22.Cast Application

23.Splint application

24 _Caring for a cast or splint

25. Removing a cast

26. Hand lacerations

27.Disaster Planning

28. Trauma Team Leader Responsibilities
29. Abdominal Trauma

30. Burns Management: adults and children
31. War-related Trauma

32. Transportation of critically ill patients

Clinical Procedures Unit
Department of Essential Health Technologies
World Health Organization,

20 Avenue Appia, 1211, Geneva 27, Switzerlanc
Fax: 41 22 791 4836
Internet: www.who.int/suraerv

107


Department of Essential Health Technologies
Department of Essential Health Technologies

Mass State Pediatric Protocols

State Offices & Courts | State A-Z Topics | State Forms A\ No Active Alerts Skip to main content | A A | English M B

The Official Website of the Executive Office of Health and Human Services (EOHHS)

Health and Human Services Q Search... in Health & Human Services || @

Departments & Divisions

Health Care & Government

Consumer Licensing Prowvider Researcher

A-7 Topic Index Insurance Agencies

#& Home > Government Agencies > Departments & Divisions > Public Health > Bureaus and Programs > Community Health > “iolence and Injury Prevention
>  EMS for Children > Protocols and Guidelines

Protocols and Guidelines www.mass.gov/eohhs/gov/departments/dph/programs/community-
health/dvip/injury-prevention/ems-children/protocols-and-guidelines.html

Pediatric Protocols and Guidelines

Protocols and guidelines for providing emergency care to children are especially important to pre-hospital and hospital clinicians who treat children infrequently yet

need to keep their knowledge and skills up to date. Massachusetts EMSC aims to have in place statewide standards of care at every level of the EMS system so that
all practitioners will be able to respond appropriately when caring for an injured or very sick child.

Effective March 1 2010, certain MA EMS Statewide Treatment Protocols include pre-hospital treatment for adrenal insufficiency/adrenal crisis. Paramedic ambulances
in the state must stock either Scolu-Cortef or Solu-Medrol. Massachusetts is only the second state in the nation to fully implement these standards.

« Adrenal Insufficiency Education/Protocol Update for EMTs (PPT 2MB) g5 1m8

Pre-hospital Protocols

Pediatric protocols are embedded within the latest version of the OEMS Statewide Treatment Protocols (www.mass.gov/eohhs/provider/guidelines-resources/clinical-
treatment/public-health-cems-treatment-protocols html). Look for the ‘Benny the Bear’ image for pediatric-specific care guidelines.

Protocol 5.3 Tracheostomy Tube Obstruction Management describes procedures for both adult and pediatric trach tube management.

Also be sure to check Appendix A2 for pediatric medications and Appendix A3 for inter-facility transfer guidelines (Parts B1 and D5 provide guidance on pediatric
and pregnancy-related transfers)

Guidelines for Safe Pediatric Transport in Ground Ambulances

In Massachusetts, there is no exemption from the child passenger restraint law for ambulances (C 90 Sec. TAA): W
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http://www.mass.gov/eohhs/docs/dph/com-health/injury/adrenal-protocol.ppt
http://www.mass.gov/eohhs/docs/dph/com-health/injury/adrenal-protocol.ppt
http://www.mass.gov/eohhs/docs/dph/com-health/injury/adrenal-protocol.rtf
http://www.mass.gov/eohhs/docs/dph/com-health/injury/adrenal-protocol.rtf
http://www.mass.gov/eohhs/provider/guidelines-resources/clinical-treatment/public-health-oems-treatment-protocols.html
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Georgla Has Guidelines for Protocols

Drepartment of Public Health
Hurse Protocols for Registered Professional Murses
for 2012

GUIDELINES FOR NURSE PROTOCOLS
FOR REGISTERED PROFESSIONAL MURSES

http://dph.georgia.gov/sites/dph.georgia.gov/files/related_files/site _page/Guidelines%20for%20Nurse%?2
OProtocols.pdf

The purpose of these guidelines is to provide direction, promote consistency and support
practice under nurse protocol by registered professional nurses in public health, In
accordance with all applicable statutes, rules and regulations.

A PURPOSE

B. DEFINITIONS

1. MNurse Protocol
Murse Protocol means a wntten document mutually agreed upon and signed by
a nurse and a licensed physician, by which the physician delegates to that
nurse the authonty to perfform certain medical acts pursuant to subsection (b) of
O.C.G.A. § 43-34-23 . These acts shall include, without being limited to, the
administering and ordering of any drnug. O.C.G.A. § 43-34-23(a) (7).

Each registered professional nurse (RMN) must have access to the current
standard nurse protocol(s), under which the RN is practicing at the practice site.
Each RM may have his/her individual set of standard nurse protocols which are
signed by the nurse and the delegating physician(s) or there may be one set of
standard nurse protocols which each RN and the delegating physician(s) sign.

2. COrder
Order means to select a drug, medical treatment or diagnostic study through
physician delegation in accordance with a nurse protocol or a physician
assistant’s job description. Ordenng under such delegation shall not be
construed to be prescribing, which act can only be performed by the physician,
nor shall ordenng of a drug be construed to authonze the issuance of a wntten
prescription. O.C.G.A. § 43-34-23(a) (8).

The RN shall wrnte the drug order in accordance with the nurse protocol and
based on a client assessment each time the drnug is ordered . If the client's
continues the drnug on subsequeant visits, the nurse must reorder the drug based
on the nurse protocol. Documentation of the wrntten drnug order by the RN shall

A e perdlimn Hibm Frnllima s st s o s o b -
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Protocols to Prevent DVVTs

@ U.5. Department of Health & Human Services Home  AboutUs Careers ContactUs Espafiol FAQ 25§ Email Updates

=’Hn° Agency for Healthcare Research and Quality Q
r— aW.  Advancing Excellence in Health Care

Health Care For Patients &
Information Consumers

For For Research Tools Funding Offices, Centers News &
Professionals Policymakers & Data & Grants & Programs Events

Home For Policymakers Impact Case Studies

Children's Health Insurance Program
Reauthorization Act (CHIPRA)

Impact Case Stu

Assistance on Health Initiatives

Measurement & Reporting Tools

EEEBR
Indiana Hospitals Use AHRQ Tool to Revise Protocols for
Preventing Venous Thromboembolism

Search All Impact Case Studies

Patient Scifety

MNovember 2011

Between January and September 2010, AHRQ partnered with seven Quality Improvement Organizations (Q10s) to
deliver a series of onsite learning sessions and provider support calls for implementing the AHRQ-funded toolkit,
Freventing HospitatAcquired Venous Thromboembeolism: A Guide for Effective Quality Improvement. These events
were part of a Q10 Learning Network established through an AHRQ Knowledge Transfer project. As a result of this
project, Health Care Excel, the QIO for Indiana, worked with four hospitals in the State to revise their WVTE protocols.

The AHRQ toolkit is 2 comprehensive guide to help hospitals and clinicians implement processes to prevent dangerous
blood cots. The 60-page guide details how to start, implement, evaluate, and sustain a quality improvement strategy.
It includes case studies, as well as forms that clinicians can use. The toolkit advises hospitals to establish VTE prevention
protocols to assess patients' risk for hospital-acquired VTEs and select the best method for preventing the condition.

The toolkit encourages hospitals to discard commonly used protocols that assign points to risk factors for WVTEs in order
to determine the appropriate treatment option. Instead, the guide encourages hospitals to adopt protocels that group
patients into three risk categories. Each category is associated with a clear set of recommendations about the most
appropriate measures to prevent WTEs. The guide also advises hospitals to provide drug therapy to prevent clots to all
patients at moderate or high risk of developing VTEs.

5t. Catherine’s Hospital in East Chicago, Indiana, 5t. Mary Medical Center in Hobart, and Community Hospital in
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CaUT]I Protocols

_—'Hno Agency for Healthcare Research and Quality Q
r— A, Advancing Excellence in Health Care

Health Care For Patients & For For Research Tools Funding Offices, Centers MNews &
Information Consumers Professionals Policymakers & Data & Grants & Programs Events

Home MNews & Events MNewsroom Press Releases

(] £ o))

#log AHRQ Patient Safety Toolkit Helps Hospitals Reduce
Newslatters Catheter-Associated Urinary Tract Infections (CAUTI)
Events Press Release Date: November 19, 2015

m As part of its ongoing efforts to make health care safer, the Agency for Healthcare Research and Quality (AHRQ) today
released a new toolkit to help hospitals prevent catheter-associated urinary tract infections (CAUTIs).
* Press Releases
3 CAUTIs are healthcare-associated infections (HAls) that cause suffering for approximately 250,000 hospital patients

Annual Highlights each year at a cost of about $250 million. CAUTIs are largely preventable, and stopping them can reduce the chance
that hospital superbugs will develop resistance to overused antibiotics.

Articles of Interest

The new Toolkit for Reducing CAUTT in Hosprtalswas developed as part of a 4-year AHRQ project launched in 2011 to

promote the use of the Comprehensive Unit-based Safety Program (CUSP). Preliminary results indicate that CAUTI rates

were reduced by approximately 15 percent. CUSP also has been proven to reduce other HAIs such as central line-

associated bloodstream infections.

Moticias en espafiol

S5peeches & Testimony

"This tooclkit is a significant medical and public health advance that will prevent suffering for many patients and reduce
the need for them to take antibiotics,” said AHRQ Director Richard Kronick, Ph.D. "The CUSP toolkit is particularly
important given that providers nationwide have been struggling to reduce CAUTIs in recent years."

The new toolkit helps hospitals apply the CUSP principles to prevent CAUTI in patients and improve safety culture at
the unit level. The toolkit is the latest in a series of AHRQ tools and training materials that help frontline providers go
beyond the "what" of improving care to actually show them “"how" to make changes in workflow processes to keep
patients safer.

An HAL is an infection that a patient contracts in a health care setting while being treated for another condition. At any
given time, one out of every 25 hospitalized patients in the United States has an HAIL. CAUTI is a common type of HAI;
it develops when bacteria enter a patient’s body through a urinary catheter and cause infection. Approximately one- vV
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STEMI Protocol 1Is a Common One

| |
N
1-800-DOCTORS Enter search here.._.

To Find a Specialist

Medical Services Patients & Visitors I Health Resources

iy St Joseph's STEMI Protocol Contact Us

According to the American Heart Association, “STEMI” is an Dial 911 in an emergency

About U , ) o i -
- ou = abbreviation for “ST-elevation myocardial infarction,” the most critical For emergency
Locations & heart attack. It is caused by a prolonged period of blocked blood department:
=  mMaps supply that affects a large area of the heart. Almost 400,000 people
) - -
2 suffer from a STEMI heart attack each year, which carries a 262-836-8257
Medical Services substantial risk of death and disability. Thousands of patients with

) STEMI fail to receive critical treatment in a timely fashion; some do view Treatment Team
Birth Center -~ ) ) ] ]

not receive the care they need at all.

Cancer Care - . F
Emergency  ~ Best-Practice STEMI Protocol ©; Location
are Center Guides St. Joseph's Staff for Severe St. Joseph's Hospital
A Heart Attacks 3200 Pleasant Valley Road
. West Bend, WI 53095
;‘;hiozgoo?e 5t. Joseph's works with local emergency medical services (EMS)
: ph's i - More Emergency
far Emergency providers to ensure that the STEMI Protocol of care is in place as Departments
Care soon as possible when a heart attack is suspected. This means EMS e Yo
What to Expect personnel will begin transmitting the patient's EKG and other Milwaukee
When You information about their heart condition to St. Joseph’s Emergency
Arrive Care Center as soon as possible upon arrival at the scene. Based on » Community Memorial
=0 the information they receive, the St. Joseph's ECC staff will advise Hospital, Menomonee
Protocol EMS regarding which hospital is right for the patient's needs — St Falls
EMS Joseph’s or Froedtert & the Medical College of Wisconsin. N
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TKA Is a Common Protocol

BRIGHAM AND WOMEMN'S HOSFITAL W brighamandwomens.org/Patients_Visitors/pcs/rehabilitationservices/Physical%?2

(] . . .
I e e L e e =l OTherapy%20Standards%200f%20Care%20and%20Protocols/Knee%20-

Department of Rehabilitation Services
Total Knee Arthroplasty Protocol:

The mmtent of this physical therapy protocol 1s to provide the clinician with a guideline of the
post-operative rehabilitation course of a patient who has undergone a total knee arthroplasty
(TEA) at Brigham and Women's Hospital (BWH). It i1s by no means intended to be a
substitute for one’s clinical decision making regarding the progression of a patient’s post-
operative course based on their physical exam/findings. individual progress. and/or the
presence of post-operative complications. If a clinician requires assistance in the progression
of a post-operative patient. the clinician should consult with the referring surgeon.

This physical therapy protocol applies to primary roral knee arthroplasty. In a revision total
krnee arthroplasty, or in cases where there is more connective tissue involvement, Phase I
and II should be progressed with more caution ro ensure adequate healing.

Progression to the next phase is based on Clinical Criteria and/or Time Frames as
appropriate.

Pain Management

Adequate pain control after TK A is important in expediting patient progress with mobility
and range of motion after surgery. This in tuwrn may result in a shorter hospital stay and
improved patient satisfaction.

Pain management following TKA at Brigham and Women’s Hospital (BWH) 1s multimodal
and may mclude:
e Pre-operative dose of medications including Acetaminophen and/or Celebrex.
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The End! Questions?

= Sue Dill Calloway RN, Esq.
CPHRM, CCMSCP

= AD, BA, BSN, MSN, JD

* President of Patient Safety and
Education Consulting

= 5447 Fawnbrook Lane
= Dublin, Ohio 43017
= 614 791-1468

= sdilll@columbus.rr.com

(Call with Questions, No emails)



Resources

= Emall questions to CMS at
hospitalscg@cms.hhs.gov

= July 16, 2012 section, in the Federal Register, Vol.
/7, No. 95, Page 29034,on standing orders, order
sets, and protocols is published at
www.federalregister.gov/articles/2012/05/16

= CMS Survey Memo, October 24, 2008, “Standing
Orders in Hospitals® Revisions to S&C Memoranda,

at
www.cms.gov/SurveyCertificationGenlnfo/PMSR/list

.asp#TopOfPage




Resources

= See also www.guidelines.org

= See tag number 405, 407, and 450 in the CMS
Hospital CoP, Appendix A, which is located at
www.cms.hhs.gov/manuals/downloads/som107 Ap

pendixtoc.pdf

= Institute for Clinical Systems Improvement (ICSI)
website has order sets and guidelines at

= Has updated monthly list of guidelines, orders sets,
protocols etc.


https://www.icsi.org/

Resources

* Promoting Best Practice and Safety Through
Preprinted Orders at
www.ahrqg.gov/downloads/pub/advances2/vol2/Adv
ances-Ehringer_17.pdf

* ISMP Standard Order Sets at
www.ismp.org/newsletters/acutecare/articles/20100

311.asp

* Preprinted Order Sets as a Safety Intervention in
Pediatric Sedation, J Pediatrics 2009,
June:154(6).865-8 at
http://www.ncbi.nlm.nih.gov/pubmed/19181332



This presentation is intended solely to provide general
Information and does not constitute legal advice. Attendance at
the presentation or later review of these printed materials does
not create an attorney-client relationship with the presenter(s).
You should not take any action based upon any information in
this presentation without first consulting legal counsel familiar

with your particular circumstances.
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Thanks for Attending!

= Sue Dill Calloway RN, Esq.
CPHRM, CCMSCP

= AD, BA, BSN, MSN, JD

* President of Patient Safety and
Education Consulting

= 5447 Fawnbrook Lane
= Dublin, Ohio 43017
= 614 791-1468

= sdilll@columbus.rr.com

(Call with Questions, No emails)



