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Learning Objectives

1. Recall hospital compliance requirements with the CMS
CoP.

2. Explain the CMS requirements for standing orders and
protocols.

3. Explain new and revised standards, regulations, and
laws put forth by CMS, TJC and the federal government.

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

= Many revisions since 1986

* Hospital CoP Manual updated June 6, 2014

= 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 Co

= Moved stano

P and has section on standing orders

iIng orders to 457 in Medical Records

which iIs the

primary section

= SO Nnow 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

Renve )

5482.24(c) r3) Hoxspirals may use pre-printed and elecrronic standing orders, order sees, and
Froforcods for prafiernt orders onfly of thhe hospritel:

(i) Exstfablishes that sl orders and protoceols ave been reviewed and approved by e
rredical staff amnd the hhospitald "s nursing and pharmacy leadersfiip;

(i) DPermronsirares thar sach orders and protocolfs are consistent witlhr nafionally recognised
arrpvad evidence-based gaidelines;

(iid) Ensures thrar the periodic and regaloar review of sacl orders and proftocels is
cerrreleected Dy the medical staff and the osppital "s narsirng and pharmacy feaderslsg to
afetermmine (e continning asefulness and safeiy of (e orders and protocols; arned

(ivy Ernsnres tfhat such orders and provocels are dated, fimed, and anchenticarted prompely
frr the prafient s medical record By thve ordering pracririconer or anotfrer practitiener responsiibvle
S the care af the patient anly if sauclh a praceitioner is acting in accoordance with Srate Taw,
fncluding scope-af-practice faws, hospital polficies, and medical svaff bylaws, rules, and
rergrpafertiorr s,

Interpretive Guidelines §482_24(c)(.7)

FF-lrar ix covered by ofris regafafion”

Thiere is no standard definition of a ““standing order”™ in the hospital compounity ar faree (77 FR
2SS, Aday 16, 20182 bBuar the terms U pre-printed standing orders, "’ “elfectronic stcanding
arders, ' Vorder sers, D and CCprolocols for partient orders U are various wevs in owhich the rerm
“sranding orders " has been applicd. For purposes of brevity, in owur guidance we generally use
the term Vstanding orderis) '’ to refer interchangeablv o pre-prinred and electronic standing
areders, arder sets, and protocofs. 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.

¢ 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



CMS Survey and Certification Website

Home | Ahout Chis | Careers | e zroom | F G | Archive | Share gHelp @Email |l-__-.[| Prirt

CMS.gov

Centers for Medicare & Medicaid Services

Medicare

Medicaid/CHIP

Learn about your healthcare options search
Medicare-Medicaid Insurance Innovation Regulations, Guidance Research, Statistics, Outreach &
Coordination Owversight Center & Standards Data & Systems Education

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

Survey & Certification - General

Information

# Overview
* Spotlight
# CLIA

» Contact Information

» CMS MNational Background Check

i

i

Frogram

Mursing Home Quality Assurance
& Performance Improvement
Initiative

Revisit User Fee Program

Accreditation

Policy & Memos to States and
Regions

Policy & Memos to States and Regions

40

CMS Survey and Cenrtification memoranda, guidance, clarifications and instructions to State Survey Agencies and CMS
Regional Offices.

www.cms.gov/SurveyCertific
ationGeninfo/PMSR/list.asp#
TopOfPage

|E| is within the past E|

("] Show only items whose Fiscal Year is E

Select From The Following Options:

@ Show all tems

Show only (select one or more options):
[ Show anly items whose

|| Show only items containing the following word

| Show ltems |

Click on Policy & Memos

There are 455 items in this list.
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Access to Hospital Complaint Data

= CMS issued Survey and Certification memo on
March 22, 2013 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

= Updates 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 | g3 Share @ Help [ Email 2 Print

C Ms - g O v Learn about your healthcare options _

Centers for Medicare & Medicaid Services

. == Medicare-Medicaid Private Innovation Regulations Research, Statistics, Outreach and
T e e an e HIE Coordination Insurance Center and Guidance Data and Systems Education

Home = Medicare = Survey & Certification - Cerdification & Compliance = Hospitals

Survey & Certification -

Certification & MS
el i This page provides basic information about being cenrtified as a Medicare and/or 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
Survey Agency evaluates and certifies each participating hospital as a whole for compliance with the Medicare
requirements and certifies it as a single provider institution.

End Stage Renal Disease Facility

Providers

Home Health Providers

Under the Medicare provider-based rules it is possible for ‘'one’ hospital to have multiple inpatient campuses and
Hospices outpatient locations. It is not permissible to certify only part of a participating hospital. Psychiatric hospitals that
participate in Medicare as a Distinct Part Psychiatric hospital are not required to participate in their entirety_

Hospitals:
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:

Disabilities (ICFs/IDY)

= Components appropriately certified as other kinds of providers or suppliers. i.e., a distinct part Skilled Mursing
Clinical L aboratories Facility and/or distinct part Nursing Facility. Home Health Agency, Rural Health Clinic, or Hospice; Excluded

residential, custedial, 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
Nursing Homes departments

Five-Star Quality Rating Systerm

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
Eacility Providers Medicare Conditions of Participation (CoP) for all services, areas and locations covered by the hospital's provider

agreement under its CMS Certification Number (CCN).
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




Deficiency Data CMS Hospitals

Section Tag July 2014 April 21, 2014
Administration of 405 291 273
Drugs/Standing

Orders

Standing Orders 457 37 37

Standing Orders or Drugs 406 29 27

MR Services/Standing Orders/ 450 152 148

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

= 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

= S0 now look at taﬂ numbers 405| 406| 450I and 457




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

* 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 in 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



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 physician such as his or her
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

—oucomes




Preprinted Orders Vs Order Sets

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

= Order sets replaced these traditional ones in some
hospitals

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

= Order sets are implemented only by the physician
or licensed independent practitioner (LIP) or their
delegate

* I[nsulin order set, cellulitis order set, ACS thrombolytic

theraE¥ order setI newborn circumcision order set




Appendix

Creating Preprinted F’hhrsiu:ian Orders for Clinical “best
practice’ Review Www.anrg.gov/downloads/pub/advances2/vol2/Advances-

Criteria for consideration when creating ﬂrﬁﬁﬂliﬂefg:hre orinted physician orders

Content anmnd Format es

CDrders reflect current "best praciice"

CZrders are created in Arial 10- o 12-point font

Crrders do not contain unapproved abbreviations

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

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

Dirder confains spacs for physiciam signature, physician |10 #, and dats

I A G R I

Admission orders include “Admit as inpatent,” "Outpatient,” or “Observation Status.”
as appropriats

COrders are single-sided [Rewversse side of sheet should contaim additional information or
references cnlyl

]

Medication Safety Yes

10 Abbreviations., when used, are kept 1o a minimun

Medicatomn orders are ot numbered

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

1= If multiple noutes ars listed, order contains criteria to determine which route to use

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

15 COirder does mot contain multipls rangses

15 Orrder contains indication for PRRM medications

17 Time frame is written for 'Y bolus £ 1IW push orders

1= Generic and trade names (if applicable) of medication are usead

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

amranging presentaticon of orders according to standardized format

Adding indications of regulatory f Performmance measures, =tc.

Adding D%WT prophylaxis, vaccimation status, smokimg counseling. patient educatiocn, etc




So What’s In Your Policy?

PRE_PRINTED PROVIDER ORDER SETS

e 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.

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

e 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).

e 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,

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

e 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.

e 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.

e Items that have a checkbox in front of them are only carried out if the box 1s checked. This provides
customization to fit the individual patient needs and/or practitioner preference.

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

e 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- I
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 11, 2010 issue www.ismp.org/Tools/guidelines/default.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)

Feduce 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

11



FORMAT

LAYOUT AND DIRECTIONS FOR USE

» 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.qg., 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.q., check boxes, circling) for prescribers to activate/select desired orders that minimizes confusion regarding how
inactivated/unselected orders are to be interpreted (e.g., 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

{ I i | )

m




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

= Remember most of the information in tag 405 was moved to
457 which was effective June 7, 2013

* The development of protocols and standing orders is

best described as a journey



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, and June 7, 2013)



Standing Order Memo

DEFPARTMEINT OF HEALTH & HUMARN SERVICE=
Centers for Medicare & Medicaid Services

FH00 Security Boulevard, Mail Stop 52-12-25
Baltimore, haryland 21244-1550

Center for Medicaid and State Operations/Survey and Certification Group

Ref: 5&C09-10

DATE: October 24, 2008
www.cms.gov/SurveyCertificat

lonGenlnfo/PMSR/list.asp#To

FROM: Director
Survey and Certification Group pOfPage

TO: State Survey Agency Directors

SUBJECT: “Standing Orders™ in Hospitals — Revisions to 5 &C Memoranda

Memorandum Summary

A. Standing Order Clarification: We are clanfyving a portion of S&C-08-12 and S&C-
08-18, 1ssued on February 8 and Apnl 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 practiti oner responsible for the care of the
patient, but the timing of such documentation should not be a barner to cffective
emergency response, timely and necessary care, or other patient safety advances.

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




Revised Tag 405 and 406

0ld Tag

New Tag

A -0404 — combine with A-0405
§482.23(cK 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 administered 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 admmnistered on the orders of other practitioners noi specified
under yd82.12(c) only if such practitioners are acting in accordance with State law, including scope of practice
lows, 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

§482 237 )1) (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)3).

§482.23(c)3) 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 practiioner who 1s 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(c)3)iii) Ovders 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 scope of

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



Tag 405 Standing Orders 2014

= Most of the sections on standing orders was 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 & HUUMAN SERVICES
Centers for Medicare & Medicaid Services

T Security Boulevard, Mail Stop C2-21-16
Baltimmore, Maryland 21244 1850

CINVIS

CEFNTFRS FORXR MFIPICARF &8 SMFPICAILN SFREVICES

Center for Clinical Standards and Qualityvy/Survey & Certification Group

Ref: S&C: 14-15-Hospital

DATE: Miarch 14, 2014
TOr: State Swurvey Agency Directors
FROMI: Director

Swurvey and Certification Group

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

MMemorandimm Sumamanrwy

o Medicarion Administrafion: "We are updating our guidance for the hospital medication
administration reguirements to:

= Miake clear that the miedication administration reguirciments 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 gquality assessment/‘performance
improvement CoPs. to take a comprehensive approach to the medication process.

* TUpdate 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 adwverse events.

e TImimmediare Posr-operartive Care: Clarification is also being mmade to the guidance tor the
surgical services CoP reguirement for hospitals to have adeguate prowvisions for immediate




Final Transmittal Issued June 6, 2014

CMS Manual System et il )
Pub. 100-07State Operations Centers for Medicare &
Provider Certification Medicaid Services (CMS)
Transmittal 116 Date: June 6, 2014

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

L STMMARY OF CHANGES: Clarification is provided for variowns provisions of 42 CFR
482 .23(c), concerning medication administration, and 42 CFR 482.51(bN4). concerning
post-operative patient care.

NEW/REVISED MATERIAT. - EFFECTIVE DATE: June 6, 2014
MIPLEMENTATION DATE: June &, 2014 WWW.CmS.QOV/RegUI

Trneerit s preetom sty PO Ao el robs st Eo v GF s vorrsion somoonS-and-

T !ab}e ﬂff‘-ﬂ'l;!:FH!'S-_. L‘I.'-ﬂil: fﬂ'.f recetve Fi're’jl'r?rl'-"r‘-é"l'ili-é'i’f !.Fl_fﬂgf'F'l;TﬁﬂJ]‘ -r:ruil'g': -‘au.r;l‘ nat the en J'”‘dajée/GUIdance/

af contents. Transmittals/Downlo

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

BENTD | CHAPTER/'SECTION/STEBESECTIONTITIL.E

124 Appendix A/Suwrvey Protocol. BEepulations and Interpretive Guidelines for
Hospitals/A-0405/5§482 23 ({c)Standard: Preparation and Admamnistration of
Drugs

B Appendix A/Swvey Protocol. Begulations and Interpretive Guidelines for

Hospitals/A-0409/5482 23(c)4)Blood transfusions and intrawvenons
medications must be administered in accordance with State law and approwved
medical staff policies and procedures_

R Appendix A/SSwrvey Protocol, Regulations and Interpretive Guaudelines for
Hospitals/A-0412/5482 23(c)(6)/The hospital may allow a patient {or his or her
caregiver/support person where appropriate) to self-administer both hospatal-
issned medications and the patient's own medications brought into the hospdatal,
as defined and specified in the hospital's policies and procedures.

R Appendix ASSwrvey Protocol, Regulations and Interpretive Guaudelines fior
Hospitals/A-09537/5482 51 (b} 4y There mmust be adeqguate provisions for
immediate post-operative care.




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 (June 7,

2013 change)

= 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, dosaﬂe, freﬁuencx, 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



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

grotocol




CMS Changes July 11, 2014

= 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 dietary CoPs

» Reiterated about not restricting scope of practice
and deferring to the state law and state scope of
practice

= Practitioner such as dietician and pharmacist can
pe C&P and either a member or not a member of

the MS




Final Federal Register Changes

DEPARTMENT OF HEAT.TH AND HUMAN SERVICES

Centers for Medicare & Medicaid Services
42 CFR Parts 413, 416, 440, 442, 482, 483, 485, 4586, 488, 491. and 493

[CMS-3267-F] www.ofr.gov/(S(5jsvvwmsidnfjrynav20ebeq))/OFR
RIN 0035 AR4S Upload/OFRData/2014-10687_Pl.pdf

Medicare and Medicaid Programs: Regulatoryv Provisions to Promote Program Efficiency,
Transparency, and Burden Reduction: Part IT

AGENCY: Centers for 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 increases the ability of health care professionals to devote resources to
improving patient care. by eliminating or reducing requirements that impede guality patient care
or that divert resources away trom providing high quality patient care. We are issuing this rule

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 In
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

= This section was amended October 17, 2008
and again on June 5, 2009

= Note In final IG, new section 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 orthropedic surgeon goes to the cabinet
and gets out his three page order sheets for total knee



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




Order Sets, Protocols, Standing Orders

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

= This includes the emergency
department for things such as asthma,
heart attacks, and stoke

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



Tag 457 Added CMS C&S March 15, 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;

(i) 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 confinuing 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
(e )

BAR2 _2d(c) ¢3) Hospitals may use pre-printed and electronic standing orders, order sers, and
provocols for patiernt orders only if the Bospival:

(i) Establishes that such orders and protocels have been reviewed and approved by the
meedical staff and the hospiral™s norsing and pharmacy leadership;

(i) e onsirares thar such orders and protocols are consistenr with pariomnally recognized
ardd evidence-based guidelines;

(iii} Emsares that thie periodic and recufar review of such orders and protocels s
conducred by the meedical staff and the hospital’s parsing and phoarmacy leadersfiip o
determine the confinuwing nsefulness and safeiy of the orders and preoftocols; and

(v} Ernnspres that such orders and provocols are dated, eimved, and aurfventicared prompiely
in the patient s mredical record by the ordering pracritfioner or anotfier praciitioney responsible
Sfor the care of the parfient only if siech a practifioner is acting in accordance with Stafe faw,
including scope-of-practice laws, hospital policies, and medical staff bylaws, roules, and
regrulfarions.

Interpretive Guidelines §482.24(c)(7)

Wihar is covered by this regularion?

There isx no standard definition of a “standing order ™ in fthe hospital community aft large (77 FR
29055, May 16, 2012), bur the terms “pre-printed standing orders, ” "electronic standing
orders, ” Vorder seis, T and Vprotocols for patient orders " are variowus wavs in which the term
“sranding orders’ has been applied. For purposes of brevity, in our guidance we generally use
the term standing order(s) " ro refer interchangeally to pre-prinred and electronic standing
orders, order sets, and protocols. However, we note that the lack of a standard definition for
these ferms and threir interchangeable and indistincr use by hospitals and healih coare



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

modiﬁ It



Tag 457 Standing Orders 2013

" 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 quality care

= Can be Initiated as emergency response

= Can be Initlated 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



Standing Order Requirements 457

* Triage and Initialing screening to stabilize ED
patients presenting with symptoms of MI, stroke,
asthma

» Post-operative recovery areas like PACU
= Timely provisions of iImmunizations

= 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, Initiated by staff and signed off or
authenticated

= 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 process to have them signed 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 si%ned



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 of 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



Subq Insulin Order Set
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Insulin Drip Protocol

@ THE NEW* YALE INSULIN DRIP PROTOCOL @

The following instdin drip protocol is intended foruse in s amis aof ferds i an JOLY e five, bt is ot & ifec by faifored for
zﬁms{ Brefividoals with diéjﬁloezic emergencios, miﬁ as diaﬁg}zafgzgﬁc icdersis @ﬁ)ﬂor Fopperalycemic ﬁygerasmﬁlm .s;ﬁiicrime (%HK‘) £
FHhen these diapheses ave Being considered, or if BG= 500 mgtdl, cor M0 showdd Be comswled for specific srders. dlve, please watify an
MDY i Ftfe respatse 2o the inswlin drip s wrewalorexpe cled, oF i amy sitwation avizes that iz we? adequately addvessed by these puidalines
The stavfing dose, adivsiments, and plucose bovrpels furve Been intensified

Initating An Insulin Drip

1.} ESULIN DNFUSTON: Mix 1 units Bepnla Hurman Insulin per 1 co 000 20 Nall, Admind ster wia infusion parng (in increments of 005 Uik}
2.3} PRI Flush 50 oo of InsulindNs drip threeugh all TV tubing, befors infosion beginsg (te saturate the insulin Wnding sites in the mbing)
3. THEESHOLD: IV insulin iz indicated in any critically i1 patient with persistent BO = 140 mpddl;, considernse if BOG = 1140 mgfdl
4.} TARGET BLOOD SGLUCOSE (BG) LEVELS: 20-119 mgdLyY.
5.} BOLUS SIMNTIAL INSULIN DREIFP EATE: I initial BG > 156, divide indtial BG Llevel (mgfdL} by 70, then round te nearest 4.5 units for
tolus AMND initial dvip rate If indtial BOE < 1 50 sl divide by 70 for indtal deip rate only (ie., IO bolus)
Examplzs: 1} Initial BG 3353 mgfdl: 335 : 7™ 478, rounded T to 50 5 units IV bolns + start dreip & 5 unitahr.
2} Initdal BG 148 mgfdl: 148 - 70 211, renundad | te 2 start dvip @ 2 unitsthe (O belng)

Fingerstick {F5} Blood Chuicose Mondtoring

1.} Chack FS howly until stabls (defined as 3 consscutive values in targst rangs). In hypetensive patients, capillary bleed gincess (e, fingersticks)
may be inaccurate and obtaining a bloosd sampls from an indwelling vascular catheter may be preferable.
2.} Once stable, chack FS g 2 hours; ohice stabla x 12-24 hours, FS checks can be spaced te g 4 hours IF:

a} ne sipnificant change in clinical conditicn A0 b} ne sppnificant changes in nutriticn al intakes
3.3 M any of the folleaing cconr, consider the tamperary resumption of hemdy FS menitoring, nntil BO is again stablz

a} any changs in insulin drip rate [ic. BG out of target rangs} b} significant changes in clinical conditien

c}initiatich or cessation of pressoy or sterodd theraps d} initiaticn or cessation of dialveis o0 OWYH

e} initiation, cessation, or rate change of nuit onal support (TP, FPN, tuke feadings, st}

Changing the Insulin Orip Rate

BG - 50 mpAdl:
D/C INSULIN DRIP Givel Amp (25 g} D50 IV, recheck BG g 15 minuies
== "When B = M mgfdl, wait 1 hour, recheack BG, then restart drip st 50% of mest recent rate (if BG still = 90 mygfdll

HBG SE-a0 megdl:
N TRIETTT TR e Te T cormamdnmnadie foe diffienld 40 accacel e 1 Aman CFS o1 THE0 T vachael BT 0 15 noimasdar




Alcohol Withdrawal Treatment Protocol

iEvidence—Based Revision of an Alcohol Withdrawal Or der Set Treatmment Protiocol

Background: Every vear 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 MMedical ICU at
the X X3 Hospital, implemented a symptom triggered alecohol withdrawal order set
protocol which incorporated the standardized CI'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 2005 to include all inpatient areas, dividing the
orders into treatment of intensive Emergency/ICT patients and less intensive

Medical /Surgical patients. In May 2008, because of concerns among several of the MICTT
phyvsicians and nurses, the MICT Outcomes Committee reviewed the most current
alcohol withdrawal literature for evidence-based best practice protocols and subsequentl v
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 increasing benzodiazepine usage due to the lack of adjunct
medications to manage associated alcohol withdrawal symptoms such as agitation,
delirium,. and adrenergic stimulation with hypertension and tachyecardia.

Purpose: The purpose of this evidence-based project was to revise the X XXX alcohol
withdrawal treatment practice order set based on the evidence and to include adjunct
medicati ons to improve patient safety and outcomes.

Methods: The Multdisciplinary MICT Outcomes Comumittee revised the aleohol
withdrawal order set to include additional evidence-based adjunct medications to reduce
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A direct companson 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
addreszes both hospital and home settings.

Areas of Agreement

Diagnosis and Initial Assessment

L I




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 in 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
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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

pagels) 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 1s not a government entity. Information you provide may be made available to
GovDelivery and other non-governmental parties.
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Your contact information is used to deliver requested updates or to access yvour subscriber preferences.
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ASHP Drug Shortages Resources

Login/Register | My Account | Shopping Cart #

American Society of
Health-System Pharmacists o

TOGETHER WE MAKE A GREAT TEAM

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

Member Center Education Practice & Policy Meetnings 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.
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ASHP Resources on Managing

A5 H P EE PO ET

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

Search this site »

Terms of Use » About UW Medicine Department of Pharmacy Anticoagulation

Contact Us »

Venous Services

Thromboembaolism
(Diagnosis, Prevention

Tre E_'t"”e”t:' The anticoagulation services program at UW Medicine is operated by the Department of Pharmacy.
Recommendations far Services encompass the management of anticoagulant therapy in pharmacist-managed anticoagulation
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.

Warfarin
Dabigatran (Pradaxa)
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Heparin Protocol
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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

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



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



The End! Questions?

= Sue Dill Calloway RN, Esq.
CPHRM, CCMSCP

= AD, BA, BSN, MSN, JD

= President of Patient Safety and
Education Consulting

= Board Member
Emergency Medicine
Patient Safety Foundation

* 614 7/91-1468

= sdilll@columbus.rr.com

(Call with Questions, No emails)




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 is available at
http://www.calhospital.org/sites/main/files/file-
attachments/final- cha final phys order chart 6-1-12.pdf




Standing Ordes

|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 regulations.

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 {”PA"f 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 reguirement 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. °

* In 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.”



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-
midwives, ar NPs, " and mean either of the
following:

(1) 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 collaboration
among administrators and health professionals
including physicians and nurses (e.g., an
interdisciplinary committee).

(2] Policies and protocols developed through
collzboration 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.15

Note: While many of the statutes and
regulations described below deal
exclusively with the use of standardized
procedures in the context of administering
drugs to patients, we believe that
standardized 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 ora NP

following standardized procedures may
dispense substances included in the

Califarnia Linifarm Cantrallad Cohetannne

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

meet the definition of a restraint. .



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) Specify the scope of supervision required for

(8]

(9)

(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

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.

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.”



|CSI Instit for Clinical Systems Improvement

-
January 2013
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Standing Orders, Protocols, Order Sets

= Tag 405 was amended November 18, 2011 and
finalized in a transmittal issued December 22, 2011
but March 15, 2013 moved standing order material
to 457 and provided for reference only at the end

= As mentioned hospitals need to read all of these
sections to fully understand the interpretive
guidelines for

= Order sets
= Pre-printed orders
= Protocols and

= Standing orders
1T



Standing Orders November 18, 2011 Memo

DEPARTMENMT OF HEALTH & HUMAN SERVICES C-MJ
Centers for Medicare & Medicaid Services

FoD Security Boulevard, Mlail Stop C2-21-16
EBaltimors, MMaryland 212448 1850

TR o

A5 SR A T

Offhicaof Clinical Standards and Quality / Survey & Ceriifcation Group

Fef: S&C-12- 05-Hospital

DATE: MNovember 18, 2011
T: State Survey Agency DMrectors
FROM: Drirector

Surnvey and Certification Grooup

SUBJECT: UUpdated Guidance on Medication Administration. Hospital Appendix A of the
State Operations hManual (SO

Memorandum Sumimary

= MWedicarrion dAdmiinrsiraffon Gruidarrce Dpdared: SONMN Appendix A goandance concerming
medication admimistration in hospitals 1s being updated fo:

- Reflect current standards of practice related to timeliness of medications. Hospitals are
expected to establish policies and procedures for the timing of medication
administration that appropriately balance patient safety with the need for flexibility in
work processes.

- Incorporate policy regarding standing orders from S&EC-09-100

-  ASPEMN Changes: Tags A-404 and A-405 have been combined. It will take timme for this

suidance to be incorporated into a fiulare ASPEMN release. Prior 1o this conversion cifations
should be made only to Tag A-404

Background




Final Transmittal Standing Orders

- ’ . Department of Health &
K'EIS Manual S} stelmn Hulg:l:nnn Services (IDDHHS)
Pub. 100-07 State Operations Centers for Medicare &
Provider Certification MAMedicaid Services (ChIS)
Transmittal T7 (Advance Cops) Date: December 22, 2011

SUBJECT: ERevised Appendixz A, Interpretive Guidelines for Hospitals

I STAMIARY OF CHAMNGES: Clarvification is provided for 42 CFR 482 23{¢c). concerning
medication administration.

EEAVISED MATERTAT. - FFEFECTIVE DATE =: December X2, 2011
IMPTFEFAMENTATION DATE: December 22X, 2011

The revision dare and fransmiartal number apply re the ved sralicized marerial only. Any offier
wrarertal was presvionsly publishead and vemvains nncharnged. Howeves, i this cevrision cormrains
a fable af conrents, 1o will receive the newrevised ingformianion ol and noer the enfre table
af comnrerrs

IT. CHANGES I™M ARITANTUATL INSTELUCTIONS: (A4 of eerarrrnal nor npdared.)
(FE=EREVISED . WN=MNEW. D=DELETED) — {Qnuly One Per Row.)

F/N/D | CHAPTER/SSECTION/SUBSECTIONTITLE
R Appendix A'F452.230c) Standard: FPreparation and Administration of
Dirugss/ A-0405

IIT. TUNDIMNC: No additiconal funding will be provided by CRhIS: comtractor actvities are
te e carried out within their current operating budgets.,

IV. ATTACHMENMNTS:

| | Business Requirements |



Standing Orders Tag 405 (See 457)

= Standard: Drugs and biologicals must be prepared
and administered in accordance with federal and
state laws, practitioner’s orders and the acceptable
standards of practice (moved to 457)

* Drugs and biologicals can be prepared and
administered on the orders of other practitioners
only

= |f the practitioner is acting in accordance with state law
* This includes their state scope of practice

= In accordance with hospital P&P and MS bylaws and rules
and regulations



Note Regarding 405

=March 15, 2013, CMS moved the section on
standing orders to tag 457

= See June 7, 2013 manual for final section

= However, the memo iIssued on November
18,2011 and finalized in a transmittal
December 11, 2011 has good information

= |s helpful to understanding the issue of
standing orders

= S0 presented here for reference only
- %



CMS Memo Standing Orders

Standing orders

As discussed in S&C-09-10, issued on October 24, 2008, it is permissible for hospitals to use
standing orders to address well-defined clinical scenarios involving medication administration.
The gumidance 1in Hospital Appendix A 1s being updated to incorporate the principles of this prior
memorandum. Hospital policies and procedures must address the process by which each
standing order is developed; approved; monitored; initiated by authorized staff; and subsequently
authenticated by the physician or practitioner responsible for the care of the patient. In addition,
the standing order must be entered into the medical record at the time of initiation or as soon as
possible thereafter.

Page 3 — State Survey Agency Directors
Consolidation of ASPEN Tags
We are consolidating the regulatory text in ASPEN Tag A-404 into Tag A-405. It will take time

for this guidance to be incorporated into a future ASPEN release. Prior to this conversion,
citations should be made only to Tag A-405.



Section in Memo on Standing Orders

Standing orders

Hospitals may adopt palicies and procedures that permit the use of standing orders to address
well- defined clinical scenarios involving medication adminisiration.  The policies and
procedures must address the process by which a standing order is developed,; approved,
meonitored; initiated by authorized staff; and subseguently authenticated by phvsicians or
practitioners responsible for the care of the patient.

The specific criteria for a nurse or other authorized personnel to initiare the execution of a
particular standing order must be clearly identified in the protocol for the order, i.e., the specific
cfinical sitwations, patient conditions or diagnoses in which initiating the order wouwld be
appraopriate. Policies and procedures must address the education of the medical, nursing, and
ather applicable professional staff on the conditions and criteria for using standing orders and
the individual staff responsibilities associated with their initiation and execution. An order thai
has been inittated for a specific parient must be added 1o the paiient s medical record art the iime
of initiation, or as soon as possibfe thereafier. Likewise, standing order poficies and procedures
must specifyv the process whereby the phyvsician or other practitioner responsible for the care of
the parient acknowledges and authenticates the initiation of all standing arders afier the fact,
with the exceprion af influenza and prneumaococcal polvsaccharide vaccines, which do not reguire

such authentication in accordance with §482. 237 2)

The policies and procedures must also establish a process for monitoring and evaluating the use
af standing orders, including proper adherence to the order’s profocol, There must also be a
process for the idenification and timely compilerion of any reguisite updares, corrections,
maodifications, or revisions.

&




Note Regarding 405

*In 2013, CMS moved some of the language on
standing orders to another section

= Created tag number 457
= Amended tag 406

= However, the memo issued on November 2011 and
finalized in a transmittal Dec 2011 has good
Information

= |s very helpful to understanding the issue of
standing orders



Standing Orders Tag 405

= Example, the pharmacy board in X state allows a
pharmacist to manage the anticoagulant clinic and
the pharmacist writes the order for the warfarin

* This has a section on standing orders

* Hospitals may adopt P&P that permit the use of
standing orders to well-defined clinical scenarios
Involving medication administration

= Example; ED nurse is allowed to start an IV on a patient
having chest pain

= Code blue team administers ACLS medications in a code



Revised Tag 405 and 406 March 15, 2013

0ld Tag

New Tag

A -0404 — combine with A-0405
§482.23(cK 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 administered 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 admmnistered on the orders of other practitioners noi specified
under yd82.12(c) only if such practitioners are acting in accordance with State law, including scope of practice
lows, 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

§482 237 )1) (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)3).

§482.23(c)3) 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 practiioner who 1s 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(c)3)iii) Ovders 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 scope of

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



Standing Orders P&P  Tag 405

= CMS says nursing must follow the standing
order P&P

* The standing order P&P must address the
following:

= Process by which standing order is developed
= Process to approve

* Process standing order is monitored

* Process to have authorized staff initiate

= Subsequent authentication by physicians or

ﬁractitioners reSﬁonsibIe for the care of the ﬁatient




Standing Orders Tag 405

= Example of compliance

= Hospital has an interdisciplinary committee that reviews all
of the standing orders on an annual basis

= Committee documents review

= A literature search is done to ensure the standing order is
still current with the evidenced based literature

* The standing orders for medications are approved by the
Medical Staff (MEC) in conjunction with pharmacy and
nursing

* The nurse documents the standing order in the chart and
It Is signed off, dated and timed by the LIP or physician



Standing Orders Tag 405

= CMS says the specific criteria for a nurse or other
authorized person to Iinitiate the standing order must
be identified in the protocol for the order

= CMS states the specific clinical situations, patient
condition or diagnosis Iinitiating the order has to be
appropriate

= Example; Standing order allows RN in the ED to give an
adult patient a tetanus shot (TDaP) if a break in the skin
and the last one was over five years ago

= Asthmatic patient is sent to a bed and the respiratory
therapist administers Atrovent/Albuteral breathing

treatment
=



Standing Orders P&P Tag 405

= CMS requires that P&P address the education of
the medical, nursing, and other staff on the
conditions and criteria for using standing orders

= This includes the requirement regarding individual
staff responsibilities associated with initiation and
execution

= Example; Any new physician to the ED Is educated
on what standing orders exist and the need for the
ED physician to sign off the standing order even If
approved by the MEC

* Includes time and date order signed off also
T



Standing Orders Tag 405

= CMS Is specific that if you have a standing order
you must write the order in the chart at the time it is
Initiated or asap

* The standing order P&P must state that the
physician or practitioner who Is responsible for the
patient’s care will sign off or authenticate the order

= An exception is the flu and pneumococcal vaccine
which the nurse can give per approved protocol
after clarifying there are no contraindications

= Many will still write these in the order section but both TJC
and CMS does not require the order to be signed off



Standing Orders P&P Tag 405
* The standing order P&P must:

= Establish a process for monitoring and
evaluating the use of standing orders

= This Includes proper adherence to the
order’s protocol

= There must be a process for the
identification and timely completion of any
requisite updates, corrections,
modifications, or revisions



Standing Orders P&P Tag 405

= Standing orders must by approved by the Medical
Staff even if they are only used In one department

= Make sure you do not have a more stricter state law

= [t Is Important that every order be placed in the
chart and the order signed off later by the physician
or LIP

= Don’t forget to time and date the entry

= CMS was concerned because would see protocol
approved, like trauma protocol, but what was being
done was not documented in the order sheet



Standing Orders Survey Procedure 405

= Surveyor to verify there Is a standing order P&P to
address how the standing order is developed and
approved, monitored, initiated and order signed off

= Surveyors to ask to see an example of standing
orders related to medication administration

= Will make sure evidence of training and periodic
evaluation of the use of the standing order

= Surveyor to interview nursing staff to determine if
they Initiated any medication standing orders

= Will make sure nursing familiar with standing order

P&P and that they are following it



Standing Orders Survey Procedure 405

= CMS supports the use of evidenced based
protocols to improve patient safety and the quality
of care, when appropriate

= Protocols are often drafted to optimize compliance
with current clinical guidelines and standards of
practice

= CMS notes that many hospitals have created
orotocols, preprinted orders, or order sets for
patient’s diagnosis of a MI, heart failure,
pneumonia, or protocols for patients having surgery




Standing Orders Survey Procedure 405

» Hospitals have developed protocols for a number of
specific other areas such as codes or rapid
response teams

* These should be appropriate for the situation such
as life threatening or urgent situations

= CMS says there needs to have significant merit to
using them because there Is a potential for harm If
nurses and clinical staff are expected to make
clinical decisions for things outside their scope of
practice



Resources

= July 16, 2012 section, in the Federal Register, Vol.
77, No. 95, Page 29034,0n standing orders, order
sets, and protocols is published at
www.federalregister.gov/articles/2012/05/16

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

at
www.cms.gov/SurveyCertificationGenlinfo/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.



Resources

* Promoting Best Practice and Safety Through
Preprinted Orders at
www.ahrg.gov/downloads/pub/advances2/vol2/Adv

ances-Ehringer_17.pdf

= [SMP 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
iInformation in this presentation without first consulting legal

counsel familiar with your particular circumstances.
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Thank you for attending!!

= Sue Dill Calloway RN, Esq.
CPHRM, CCMSCP

= AD, BA, BSN, MSN, JD

= President of Patient Safety and
Education Consulting

= Board Member
Emergency Medicine
Patient Safety Foundation

* 614 7/91-1468

= sdilll@columbus.rr.com

(Call with Questions, No emails)




