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The Conditions of Participation CoPs

First, published in the Federal Register

Next, CMS publishes Interpretive Guidelines
Some include survey procedures
When survey memos are final they are published in 
a transmittal and placed in the hospital CoP manual

Best way to keep up with changes in the future is to 
have one or two people dedicated who can check for 
changes and for survey memos



Subscribe to the Federal Register
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https://public.govdelivery.com/accounts/USGPOOFR/subscriber/new



Location of CMS Hospital CoP Manual
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New www.cms.gov/files/document/appendices-table-content.pdf

New Email questions to qsog_hospital@cms.hhs.gov or CAH at 
qsog_cah@cms.hhs.gov    

http://link.broadcaster3.medpagetoday.com/538ca169dd52b8d6460388c31ugah.3tbn/VCGaDcPoowd0gHbwA9705
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www.cms.gov/manuals/Downloads/som107ap_w_cah.pdf
and is critical access hospital CoPf

http://www.cms.gov/manuals/Downloads/som107ap_w_cah.pdf


CAH CoP or State Operations Manual
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Questions to qsog_cah@cms.hhs.gov 
cahscg@cms.hhs.gov    

Manuals at  
www.cms.gov/files/document/appen

dices-table-content.pdf



CMS Survey and Certification Website
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www.cms.gov/SurveyCertific
ationGenInfo/PMSR/list.asp#

TopOfPage

Click on Policy & Memo to 
States

http://www.cms.gov/
http://www.cms.gov/
http://www.cms.gov/home/aboutcms.asp
http://www.cms.gov/CareersAtCMS/
http://www.cms.gov/newsroom/
http://questions.cms.hhs.gov/
http://archive-it.org/public/collection.html?id=2744
http://www.cms.gov/SurveyCertificationGenInfo/PMSR/http/www.addthis.com/bookmark.php?v=250&pubid=ra-4da5b2c47a9f9bd7
http://www.cms.gov/AboutWebsite/11_Help.asp
http://www.cms.gov/sp/sendpage.asp
http://www.cms.gov/pf/printpage.asp?ref=http://www.cms.gov/SurveyCertificationGenInfo/PMSR/list.asp?filterType=none&filterByDID=-99&sortByDID=4&sortOrder=descending&intNumPerPage=10
http://www.healthcare.gov/
http://www.cms.gov/home/medicare.asp
http://www.medicaid.gov/
http://www.cms.gov/home/medimedi.asp
http://cciio.cms.gov/
http://www.innovations.cms.gov/
http://www.cms.gov/home/regsguidance.asp
http://www.cms.gov/home/rsds.asp
http://www.cms.gov/home/outreacheducation.asp
http://www.cms.gov/
http://www.cms.gov/home/medicare.asp
http://www.cms.gov/SurveyCertificationGenInfo/PMSR/
http://www.cms.gov/SurveyCertificationGenInfo/01_Overview.asp
http://www.cms.gov/SurveyCertificationGenInfo/02_Spotlight.asp
http://www.cms.gov/SurveyCertificationGenInfo/035_CLIA.asp
http://www.cms.gov/SurveyCertificationGenInfo/03_ContactInformation.asp
http://www.cms.gov/SurveyCertificationGenInfo/04_BackgroundCheck.asp
http://www.cms.gov/SurveyCertificationGenInfo/04_BackgroundCheck.asp
http://www.cms.gov/SurveyCertificationGenInfo/05_QAPI.asp
http://www.cms.gov/SurveyCertificationGenInfo/05_QAPI.asp
http://www.cms.gov/SurveyCertificationGenInfo/05_QAPI.asp
http://www.cms.gov/SurveyCertificationGenInfo/06_RevisitUserFeeProgram.asp
http://www.cms.gov/SurveyCertificationGenInfo/07_Accreditation.asp
http://www.cms.gov/SurveyCertificationGenInfo/PMSR/list.asp
http://www.cms.gov/SurveyCertificationGenInfo/PMSR/list.asp
http://www.cms.gov/Includes/DynamicList/rss.asp?list=/SurveyCertificationGenInfo/PMSR/list.xml&filtertype=none&filtervalue=&filterbydid=0
https://subscriptions.cms.hhs.gov/service/subscribe.html?custom_id=566&code=USCMS_160


CMS Survey Memos

9



New Tag Numbers in 2020
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www.cms.gov/files/document/burde
n-reduction-discharge-planning-

som-package.pdf



Crosswalk to New Tag Numbers
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www.cms.gov/files/document/c-tag-crosswalk.xlsx



Construction         912
Standard: CAH is constructed, arranged, and 
maintained to ensure access to and safety of 
patients
 Additionally, it must provide adequate space to provide 

care to patients

Must be constructed in accordance with state and 
federal law

Will look to see if maintained in a manner to ensure 
safety of patients
 Conditions of ceilings, walls, and floors

 See Facility Guideline Institute (FGI)
12
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Physical Environment  914

Must have housekeeping (ES) and preventative 
maintenance (PM) programs,

All essential mechanical, electrical, and patient-care 
equipment is maintained in safe operating condition 

This means facilities, supplies and equipment
must be maintained

How do you ensure your equipment is maintained 
properly 



Maintenance     914
This includes Boilers, elevators, air compressors, 

ventilators, X-ray equipment, IV pumps, stretchers, 
IV equipment, maintenance log, etc.

Must identify equipment to meet patient needs in 
case of an emergency or disaster situation

Could occur from mass trauma, disease outbreaks, 
internal disasters, etc.

All equipment must be tested and inspected before 
initial use

CMS has issued 2 survey memos on this
14



CMS Hospital Equipment Maintenance
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Equipment Memo
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Equipment Memo 
Discusses preventive maintenance (PM) and 
inspection of equipment 
As recommended by the manufacturer or based 

on a risk-based assessment unless federal or 
state law of CoP specifies otherwise

Discusses alternative equipment maintenance 
(AEM) program

Must demonstrate that qualified personnel are 
performing risk based assessments, PM, or 
establishing the AEM program
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Equipment Memo  PM
To comply consider the following:

Maintain a written inventory of all medical 
equipment or written inventory of selected 
equipment categorized by risk assessment
 Such as life support equipment

 Identify high risk medical equipment on the inventory for 
which there is a risk of serious injury or death should it 
fail such as life support equipment

Staff must be qualified to perform

 Identify in writing how to maintain, inspect, and test the 
medical equipment on the inventory

18



Equipment Memo
Make sure the frequency is in accordance with 

manufacturers recommendation or with strategies of 
an alternate equipment maintenance (AEM) 
program
 An example for medical equipment is the American 

National Standards Institute for the Advancement of 
Medical Equipment Handbook

 The frequency in testing, inspecting, and maintaining must 
be in accordance with manufacturers recommendation for 
the following: medical device lasers, new medical equipment 
with insufficient maintenance history to support use of AEM, 
imaging and diagnostic equipment, etc.

19
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Disposal of Trash    920       2020

Standard: There is proper routine 
storage and prompt disposal of trash,
 Interpretive guidelines are pending

Previous interpretive guidelines
 Includes biohazardous waste,

 Must be disposed of in accordance with standards (EPA, 
OSHA, CDC, environmental and  safety),

 Includes radioactive materials,

 Will look for policies for proper storage and disposal,
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Storage of Drugs   922
Standard: Drugs and biologicals must 

be  appropriately stored,
 Must be properly locked in the storage area,
 Make sure medication carts in C-section rooms are 

locked

 Make sure drugs are not left out in the open in tube 
system or on dumb waiter ledge

 Surveyor will ask what standards, guidelines, 
or law you using to make sure they are 
stored,
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Physical Environment 924
 Standard: Premises must be clean 

and orderly 
 Means uncluttered and don’t store equipment 

in corridors or hallways

 Area is neat and well kept

 Spills not left unattended 

 No peeling paint  or floor obstructions

 No visible water leaks or plumbing problems



Proper Ventilation    926     2020

 Standard; There must be proper ventilation, 
lighting, and temperature controls in pharmacy, 
patient care and food preparation areas

 Guidelines are pending and past ones include:
 In pharmaceutical, patient care and food preparation 

areas

 Proper ventilation in areas with nitrous oxide, 
glutaraldehyde, xylene, pentamidine, or other 
potentially hazardous substances

 Isolation rooms  comply with laws such as the CDC 
Isolation Guidelines, OSHA, NIH, etc.
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CDC Isolation Guidelines
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Physical Environment   Past Ones
 Temperature, humidity and airflow in the operating rooms 

must be maintained within acceptable standards to inhibit 
bacterial growth and prevent infection, 
 Including anesthetizing locations where inhalation 

anesthesia agents are used
 Excessive humidity in the operating room can cause 

bacterial growth and compromises the integrity of 
wrapped sterile instruments and supplies,
 RH at 30% or greater unless waiver is used of 20% or 

greater

Acceptable standards such as from AORN or the 
Facilities Guideline Institute (FGI) should be 
incorporated into CAH policy.



CMS Memo April 19, 2013
CMS issues two memos related to the relative 

humidity (RH)

AORN use to say temperature should be 
between 68-73 degrees and humidity between 
30-60% in the OR, PACU, cath lab, endoscopy 
rooms and instrument processing areas
CMS says if no state law, hospital can write policy 

or procedure or process to implement the waiver

Waiver allows RH between 20-60%
 In anesthetizing locations- see definition in memo
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Humidity in Anesthetizing Areas
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Impact of Lowering the Humidity
 Lowering humidity can impact some equipment and 

supplies

Can affect shelf life and product integrity of some 
sterile supplies including EKG electrodes

Some electro-medical equipment may be affected by 
electrostatic discharge especially older equipment
 Can cause erratic behavior of software and premature failure 

of the equipment

 It can affect calibration of the equipment

Follow the manufacturers instructions for use that 
explains any RH requirements

28



CMS Memo on Low Relative Humidity
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Impact of Lowering the Humidity

30



Lowering Humidity Can Have Other Effects

31



Life Safety From Fire  930   2020

Must follow LSC provisions

This includes NFPA 101 and Tentative 
Interim Amendments TIA 12-1, TIA 12-
2, TIA 12-3,  and TIA 12-4

Must have positive latching hardware 
and no roller latches on doors 

These are ones that swing both 
ways

 Interpretive guidelines are pending
32



LSC Provisions                     2020

CMS can issue a LSC waiver if result would cause 
unreasonable hardship (932)

But cannot affect the health or safety of patients

Must maintain written evidence of regular 
inspections by the state fire control agencies (934)

Can install alcohol-based hand rub dispensers if 
done in manner to protect against inappropriate 
access (936)

 Interpretive guidelines are pending for all three

33



LSC Provisions  938             2020

 If the sprinkler system is shut down for more 
than 10 hours, the CAH must: 

Evacuate the building or portion of the building 
affected by the system outage until the system is 
back up, or 

Establish a fire watch until the system is back up

 Interpretive guidelines are pending
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LSC Provisions  940           2020
Every sleeping room must have an outside window 

or door

 If constructed after 7-5-16 the still height can be 
higher than 36 inches about the floor

Sill height does not apply to newborn nurseries for 
intended occupancy of less than 24 hours

Special nursing care area of new occupancies shall 
not exceed 60 inches

 Interpretive guidelines are pending
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LSC Provisions              2020
CMS can consider recommendation of state survey 

agency or accreditation organization for LSC waiver 
if would pose undue hardship (942)

Must meet the Health Care Facility Code (944)

NFPA 99 and Tentative Interim Amendments TIA 
12-2, TIA 12-3, TIA 12-4, TIA 12-5 and TIA 12-6

May grant waiver if unreasonable hardship and 
no does not affect health or safety of patients

Both of these have interpretive guidelines
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Physical Environment
Must have adequate number of refrigerators 
where foods and meds are stored,
 Monitor temperatures in refrigerators
 Consider labeling refrigerator “Food, No Medications” or 

“Medications, No Food”

Surveyor will verify these areas are well lit,
Surveyor will verify compliance with ventilation in 

patients with TB or other airborne diseases,
Surveyor will verify food products are stored under 

appropriate conditions (time, temperature, 
packaging) based on national sources like USDA 
and FDA,



Emergency Preparedness Appendix Z
 CMS has moved the emergency preparedness final 

interpretive guidelines and survey procedures to Appendix 
Z

 Regulations start at tag 950

 September 16, 2016 the final rules were published

 An advanced copy of the emergency preparedness final 
rule and survey process was published on June 2, 2017

 Effective date was November 15, 2017 and amended 
February 2019 

 November 29, 2019 changes were in the hospital 
improvement rule and IGs in 2020 or 2021

 Questions: SCGEmergencyPrep@cms.hhs.gov
38



Emergency Preparedness Appendix Z
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www.cms.gov/SurveyCertification
GenInfo/PMSR/list.asp#TopOfPag

e



Emergency Preparedness is Appendix Z
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www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/SurveyCertificationGenInfo/Downloads

/QSO19-06-ALL.pdf



Hospital Improvement Final Rule
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https://federalregister.gov/d/2019-20736 and 393 Pages
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www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/SurveyCertEmergPrep/Emergency-Prep-Rule.html
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Emergence Preparedness  950     2020

Standard: Must comply with all federal, state, and 
local emergency preparedness (EP) requirements

Must have a comprehensive EP program

Must include the following:
 Be based on and include a documented, facility-based 

and community-based risk assessment, utilizing an all-
hazards approach

 Include strategies for addressing emergency events 
identified by the risk assessment

 Address patient populations, persons at-risk, types of 
services that can be provided and succession plans
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Emergence Preparedness  950     2020

Must include the following: (continued)
 Cooperate with the EP official’s efforts to maintain an 

integrated response during an emergency or disaster

Must have P&P based on the EP plan

P&Ps must be reviewed every two years

 List of things that must be in the policy
 Food, water, pharmacy supplies, alternative sources 

of energy to maintain temperature, emergency 
lighting, fire detection, extinguishing and alarm 
systems and sewage and waste disposal

45



Emergence Preparedness  950     2020

Need a system to track location of on-duty staff and 
sheltered patients during an emergency
 If they are relocated then must document the name and 

location of the receiving facility

P&P must address safe evacuation from the CAH
 This must include treatment needs of the evacuees, staff 

responsibilities, transportation and evacuation location

P&P and a means to shelter in place for patients, 
staff, and volunteers who remain in the hospital

A system of documentation to preserve patient 
information and confidentiality of information
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Emergence Preparedness  950     2020
P&P on use of volunteers in emergencies

P&P on developing arrangements with other CAHs 
or providers to accept patients in a disaster

CAH must have a communication plan
 This must be reviewed every two years

There is a list of things that must be in the 
communication plan
 Like names and contact information for staff, physicians, and 

volunteers

 Information on federal and state emergency management 
agencies

47



Emergence Preparedness  950     2020

Communication Plan (continued):

Method to share information and medical 
information to providers for continuity of care

Means to release patient information in case of an 
evacuation

To provide information on patient conditions and 
locations during a disaster

Means to provide information about the CAH’s 
occupancy, needs and its ability to provide 
assistance or the Incident Command Station

48



Emergence Preparedness  950     2020
Training and testing must be done every 2 years

There is a list of things required in the training 
program
 Must be based on the emergency preparedness plan

 Must document training

Testing must be done at least twice per year
 Participate in an annual full scale exercise that is community 

bases

 Second one such as tabletop exercise or mock disaster drill

 Analyze response and document

49



Emergence Preparedness  950     2020

Section on emergency and standby power systems 
regarding emergency generators

 If CAH is part of a healthcare system can have a 
unified and integrated EP program

 List of requirement if elect a shared system program
 Take into account each separate facility’s unique 

circumstances, patient population and services provided

 Show each hospital is in compliance

 Document the community based risk assessments etc.

 Include integrated or shared policies
50
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Governing Body    960 & 962
 Standard; CAH has a board or individual that 

assumes legal responsibility for implementing and 
monitoring P&Ps
 Board must approve all policies

 Must have a board or responsible person,
 Board must determine what categories of 

practitioners are eligible for appointment  and 
reappointment to MS (NP, PA, dentist, CRNA, 
podiatrist) and there is written criteria for staff 
appointments

 Done with advice of MS,



Board Must Approve All Policies
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Governing Body  962
Must be consistent with state and federal law 
requirements,

Board approves MS bylaws and any revisions

Surveyor will look for this,

Board is responsible for the conduct of the 
CAH and for quality of care to  patients,
All patients must be under the care of a member 

of the MS
 Or under the care of a member of  the MS under their 

supervision
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Board
 Criteria for MS is based on individual 

character, competence, training, 
experience and judgment,

 Surveyor will look to see if there is written 
documentation establishing a board or 
person  to be responsible for the CAH,

 Will look to verify that Board has categories 
of practitioners for  appointment to the MS,

 Confirm that Board appoints all members to 
the MS, 



Board Responsibility
 If the hospital is in a system, the board can decide if 

they want to do system wide QAPI or system wide 
infection control but not with a CAH

This is if the board is over more than one hospital

See the QAPI and Infection control section as 
there are many board responsibilities

There are also board responsibilities for the 
antibiotic stewardship program (ASP)

The board must also appoint the infection 
preventionist
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Disclosure        964 & 966   2020

Need policy to report changes to the state 
agency if you get a new CEO or medical 
director  

Surveyor will look for policy on reporting 
changes of ownership

Surveyor will ensure hospital implements its 
policy 

Removed section about ownership since 
duplicative
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Staffing        970 & 971
 Standard: CAH has professional staff that 

includes one or more physicians, and may 
include PAs, NPs, or CNSs

 May operate with a MD/DO on staff as well

 Need to have an organizational chart which 
shows the names of all MD/DO and mid-level 
providers

 PA, NP, or CNS 

 Surveyor will review work schedules
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Staffing                           
Standard: All ancillary staff must be supervised 

by professional staff (972)

Have enough staff to take care of patients (974)
Emergency services, nursing services, etc. 

Will review staffing schedules and daily census 
records,
Make sure staff answer call lights promptly

Make sure staff address monitors that are 
alarming timely
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Staffing                         978
MD, DO, NP, PA, or CNS must be available at all 

times to furnish care,

Must show practitioner is available and shows up 
when patient presents to the hospital,

Doesn’t mean they have to be there 24 hours a day,

Must provide diagnostic and therapeutic services 
and supplies that are commonly furnished in a 
physician’s office

May ask hours for outpatient services
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Nurse on Duty               978

Standard: Must have a 
RN, CNS, or LPN on 
duty whenever there is 
one or more inpatients,

Surveyor will review 
staff schedules to make 
sure you have a nurse 
on duty,



61

Physician Responsibilities  981
 Standard: MD/DO must provide medical directions 

and supervision of staff

 Surveyor will make sure physician is available for 
consultation and supervision of staff,

 PA or NP need to participate in developing and 
reviewing written P&P (982)
 Want physician input into policies also and be sure 

physicians review the policies periodically

 Physicians must periodically review charts and 
orders of PA and NP and surveyor will look for 
documentation of supervision (984),
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Physician Supervision          988

 Must have a doctor on staff and must perform 
medical oversight,

 Must be present for sufficient period of time

 No longer says must be present at least once 
every two weeks

 Will want evidence that the physician provided 
oversight and is available for consultation or patient 
referral,

 Want evidence that there is periodic review of 
the patient records by the doctor



Physician Supervision          986
Periodically reviews and signs records of all 

inpatients cared for by a PA, NP, or CNS

MD/DO signs records after review completed

 If case is managed by doctor and care given by 
non-physician review is not required

Periodically reviews and signs sample of outpatient 
records 

Of  NP, CNS, PA, or CNM

ONLY if state law requires review or co-signature 
or state requires collaborating physician to sign

63



Physician Supervision          986
There is no time frame in the rule for the periodic 

review of PA or NP for inpatients

CAH must specify a time frame in the P&P for the 
maximum interval between inpatient reviews

Must take into account the volume and types of 
services provided in developing the P&P

 4 bed CAH would have different time frame than a 25 
bed CAH

Also does the CAH have EHRs that can be reviewed 
and signed off remotely?
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Physician Present in the CAH          988

MD or DO must be present in the CAH for sufficient 
periods of time
 No longer says every two weeks

 To provide medical direction, consultation and  supervision

And is available through radio, telephone, or 
electronic communication (telemedicine)

Develop a P&P on this and document compliance

CAH with busy ED and large outpatient unit 
would expect more frequent visits

65



Physician Present in the CAH    988

Biweekly visit might be burdensome for a small 
CAH in a remote area with low patient volume

Remember the federal EMTALA law

MD, DO, PA, CNS, or NP must be on call and 
available to provide emergency care 

Must have list of on-call physicians

Must make sure MD or DO is available via 
phone, radio, video conferencing etc to handle 
patient emergencies and refer patients to other 
facilities

66
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PA, NP, CNS                   
 Recommend mid-level providers be a member of the 

CAH staff (991)
 Want midlevels to participate in the development and 

review of P&P,

 Surveyor will interview mid level providers to 
determine their participation and knowledge of 
policies,

 Policies also need  to be consistent with state 
standards of practice,

 Need to participate with MD/DO in review of the 
patient’s medical records (993)



PA, NP, CNS
Midlevel providers perform functions that are not 

being performed by the physicians (995)

Make sure services are provided as per policies

Refer patients if needed services cannot be 
provided at the CAH (997)
 Make sure medical records are maintained

When patient is admitted by midlevel the physician 
is notified (998)

Document patient is under the care of the MD/DO 
in the medical record

68
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Transfer of Patients 
Regarding arranging for transfer of 

patients who need services that can not 
available in the CAH,

Must send a copy of the patient’s medical 
records unless can access electronically,

Remember EMTALA is a separate CoP 
that every CAH must follow,

Make sure you have a transfer policy and it 
should be consistent with EMTALA,

EMTALA training should be provided to 
staff and on-call physicians
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Patient Admission  
 CMS requires that Medicare and Medicaid patients 

be under the care of a MD/DO if the patient has a 
medical or psych problems that is outside of the 
scope of a mid level provider,

Admitting privileges must be consistent with what 
state law allows,

Surveyor will look to make sure a MD/DO 
monitors the care for any medical problem outside 
their scope of practice,



Period Review                999    2020

Standard: Must periodically review the midlevel 
provider’s clinical privileges and performance

Must evaluate the appropriateness of their 
diagnosis and treatment 

Must be evaluated by a MD/DO 

Doctor can also be contracted

Standard: The quality and appropriateness of the 
diagnosis and treatment of physicians must also be 
evaluated
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Period Review                999    2020
Can be evaluated by one of the following:
 A  hospital that is a member of the network, when 

applicable

 Quality Improvement Organization (QIO) or equivalent 
entity

 An other appropriate and qualified entity identified in the 
State rural health care plan

Regarding distant-site physicians and those 
providing telemedicine one of the above can 
evaluate them

 Interpretive guidelines will be published
72
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Patient Care Policies
 Standard: Services are provided in accordance with 

appropriate P&P (1006)
 Provision of Services: Must have P&Ps for services 

provided including through contract

 Need P&P governing the healthcare services that 
are available 

 Must follow the P&Ps in delivering care

 Surveyor will review the policies on healthcare 
services that are provided in the CAH

 Surveyor will observe staff delivering care to the 
patient 



Patient Care Policies      1008 2020

 P&Ps need to be developed by a group of 
professional staff and must include:
 1 MD/DO  and 1 or more PA, NP, CNS if the CAH has 

these individuals on staff

 Removed requirement for one member is who not a 
member of the staff 

 Removed section that said will interview CNO to 
determine role in policy development but moved to the 
nursing section

 Review every two years and as needed such as 
when there is a change in the law (no longer 
annually)

74



Patient Care Policies 1008
Must maintain documentation of the P&P 

committee’s activity
Must show evidence that all the P&Ps are 

reviewed at least 2 years
 Must reflect any changes made

P&P committee must review existing and new P&Ps

Final decision on P&Ps is made by the board

 If the P&P recommendations by the advisory group 
are rejected, then the board must include in the 
record and the rational for the change
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Policies (Scope of Services)            1010
Standard: Need P&P that describes the services 

provided by the CAH directly or through contract 
 Often called the scope of services or provision of care

Should include statements like “taking complete 
medical histories, providing complete physical 
examinations, laboratory tests including” (with a list 
of tests provided) would satisfy this requirement,

Should include arrangements made with Hospital 
X for providing the following services with a list of 
specialized diagnostic and lab testing, 
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Emergency Medical Services        1012

Need P&P for providing emergency 
medical services
Policies should show how the CAH would meet 

all of its emergency services requirements

Will look at what equipment, supplies, 
medications, and blood is available on site
How does CAH coordinate with local EMS?

What type of staff are available to provide care in 
the ED?
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Guideline for Medical Management     1014

 Need guidelines on managing health 
problems that include when medical 
consultation or referral is needed

 Need written guidelines on maintaining 
medical records and procedure for periodic 
review and evaluation of the services 
provided at the CAH
 Such as general instructions or protocols on how 

to medically manage the patient’s health 
problems commonly seen in the CAH
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Medical Management
Needs to include P&P on the scope of medical 

acts which may be done by PA, CNS,  or NP

When should the physician be consulted or the 
patient referred outside the CAH?

What medical procedures can a  PA or NP 
do?

Guidelines need to describe the medical 
conditions, signs or development that require 
consultation,



OIG Report January 22, 2015
ISMP Guidelines
ASHP Resources
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http://www.fiercehealthcare.com/story/hospitals-try-head-falls-risk-assessments-fall-prevention-classes/2016-01-12


Surveyor Training on Compounding
The OIG issued a report regarding a 

recommendation that which called on CMS to 
ensure hospital surveyors are trained on nationally 
recognized compounding practices

 Recommend that changes be made to the CoPs 
interpretive guidelines to address hospital contracts 
with stand-alone compounding pharmacies

OIG said the lack of surveyor training prevented the 
oversight entities from effective evaluating the 
hospital’s use of CSP or compounded sterile 
preparations
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OIG Report on Oversight of Hospital Pharmacies
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http://oig.hhs.gov/oei/reports/oei-01-13-00400.pdf
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ISMP Guidelines on Sterile Compounding
 ISMP published guidelines in 2013 for the safe 

preparation of CSP or compounded sterile 
preparations (Revised in 2016)
Goal to provide procedures and safe practices for 

reducing errors in CSP preparation

 Addresses drug storage, compounding, labeling, 
and staff management

Also ASHP issued guidelines on contracting 
for sterile compounding services
 Suggested contract language
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ISMP Revised 2016     22 Pages
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www.ismp.org/Tools/guidelines/IV
Summit/IVCGuidelines.pdf



ASHP Guidelines on Outsourcing
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www.ashp.org/DocLibrary/BestPractices/MgmtGdlOutsourcingSterileComp.aspx
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http://apic.org/Resource_/TinyMceFileManager/Academy/ASC_101_resources/Sterilization/ASHP_Outsourcing_Sterile_Compoun
ding_2010.pdf



Pharmacy CoPs



No Reference to USP Standards
USP 797 was suppose to go into effect December 

1, 2019 but delayed due to an appeal until March 
12, 2020 (chapter remanded to the compounding expert committee 
regarding the BUD)

 Many of the USP standards were changing 

CMS removed all references to USP out of the CoPs

Now says you have to follow all standards of care and 
evidenced based practices

You still have to follow but when changes are made 
then CMS does not have to go back and change the 
Cops
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Drugs and Biologicals P&P  1016

CMS requires policies (rules) for the 
storage, handling, dispensing, and 
administration of drugs and biologicals,
Need to store drugs in accordance with 
acceptable standards of practice,

Keep accurate records of the receipt and 
disposition of all scheduled drugs, 

And all outdated, mislabeled, or otherwise 
unusable drugs are not available for patient 
use, 



Drugs and Biologicals         1016

 Long section that pharmacy and nursing need to 
read 

Must make sure drugs are managed in a manner 
that is safe and appropriate

Must have an order for the medication

Must have written P&Ps to govern pharmacy 
services

P&Ps must address storage, handling, dispensing, 
and administration

Must follow acceptable standards of care
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Drugs and Biologicals     1016

CAH rules and P&P must be consistent with 
standards or guidelines for pharmaceutical services 
and medication administration

Such as USP, ASHP, ISMP, Infusion Nurses 
Society, IHI, and National Coordinating Council

The written P&Ps must also be consistent with 
state and federal law
Others include:
 ASHP  Foundation (American Society of Healthcare System Pharmacist 

Foundation), American Nurses Association (ANA), American Pharmacy 
Association (APA), APIC, CDC,  etc
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ISMP Institute for Safe Medication Practices
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www.ismp.org
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American Society of Health System Pharmacists or ASHP
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www.ashp.org/

http://googleads.g.doubleclick.net/aclk?sa=L&ai=ByJPVCJXOVIqML8newQGP64GoDtC9uaAGAAAAEAEgADgAWNCp6qzJAWDJxseLxKTgEIIBF2NhLXB1Yi0yNzI5NDE1OTM1NjExNDg2sgEMd3d3LmFzaHAub3JnugEJZ2ZwX2ltYWdlyAEC2gEUaHR0cDovL3d3dy5hc2hwLm9yZy-YAoDxBMACAuACAOoCGzY5MTMvZWhzLnByby5hc2hwLmFzaHAvSG9tZfgCgdIekAOkA5gDpAOoAwHgBAGQBgGgBhQ&num=0&cid=5GhMq7zQZvxhVNPFfEd13OOd&sig=AOD64_1YlzAtbDrosrfIgxi7AQbsMve0DQ&client=ca-pub-2729415935611486&adurl=http://www.tevagenerics.com/linezolid-inj
http://www.ashp.org/
http://www.careerpharm.com/
http://www.ahfsdruginformation.com/
http://www.ashpfoundation.org/
http://connect.ashp.org/home
http://www.ajhp.org/
http://www.ashp.org/?gotosso=true
http://www.ashp.org/go/cart.aspx
http://www.ashp.org/
http://www.ashp.org/menu/AboutUs
http://www.ashp.org/menu/MemberCenter
http://www.ashp.org/menu/Education
http://www.ashp.org/menu/PracticePolicy
http://www.ashp.org/menu/Events
http://www.ashp.org/menu/Advocacy.aspx
http://www.ashp.org/menu/News
http://www.ashp.org/menu/Accreditation
http://store.ashp.org/
http://www.ashp.org/studentadvocacy
http://www.ashp.org/studentadvocacy
http://www.ashp.org/
http://www.ashp.org/
http://www.ashp.org/
http://www.ashp.org/
http://www.ashp.org/
http://www.ashp.org/


Infusion Nurses Society INS
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www.ins1.org

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


National Coordinating Council
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www.nccmerp.org/

http://www.nccmerp.org/
http://www.nccmerp.org/contact
http://www.nccmerp.org/sitemap
http://www.nccmerp.org/vision-and-mission
http://www.nccmerp.org/about-medication-errors
http://www.nccmerp.org/recommendations-statements
http://www.nccmerp.org/consumer-information
http://www.nccmerp.org/sites/default/files/20_year_report.pdf
http://www.nccmerp.org/types-medication-errors
http://www.nccmerp.org/node/15
javascript:void(0)
javascript:void(0)
javascript:void(0)
javascript:void(0)
javascript:void(0)
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http://www.nccmerp.org/sites/default/files/nan_alert.2016.pdf
http://www.nccmerp.org/sites/default/files/nan_alert.2016.pdf
http://www.nccmerp.org/sites/default/files/nan-alert-june-2015.pdf
http://www.nccmerp.org/sites/default/files/nan-alert-june-2015.pdf
http://www.nccmerp.org/sites/default/files/nan-alert-june-2015.pdf
http://www.nccmerp.org/sites/default/files/nan_alert_2015final.pdf
http://www.nccmerp.org/sites/default/files/nANAlertFebruary2014.pdf
http://www.nccmerp.org/sites/default/files/nANAlertFebruary2014.pdf
http://www.nccmerp.org/sites/default/files/nANAlertJune2013.pdf
http://www.nccmerp.org/sites/default/files/nANAlertApril2013.pdf
http://www.nccmerp.org/sites/default/files/nANAlertApril2013.pdf
http://www.nccmerp.org/sites/default/files/nANAlertJanuary2013.pdf
http://www.nccmerp.org/sites/default/files/nANAlertJanuary2013.pdf


USP U.S. Pharmacopeial 
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www.usp.org

http://www.usp.org/
http://www.usp.org/
https://www.usp.org/meetings-courses/calendar
http://www.usp.org/support-home
http://www.usp.org/z-reference-standards-index
https://store.usp.org/OA_HTML/usp3_ibeCScdViewA.jsp?a=b&minisite=10020
http://www.usp.org/
http://www.usp.org/es/
http://www.usp.org/zh/
http://www.usp.org/pt/
http://www.usp.org/about-usp
http://www.usp.org/usp-nf
http://www.usp.org/dietary-supplements/overview
http://www.usp.org/food-ingredients
http://www.usp.org/reference-standards
http://www.usp.org/global
http://www.usp.org/meetings-courses
http://www.usp.org/news
http://www.usp.org/products
http://www.usp.org/2015-convention
https://callforcandidates.usp.org/
http://www.usp.org/
http://www.usp.org/
http://www.usp.org/
http://www.usp.org/usp-nf/notices
http://www.usp.org/usp-nf/official-text/revision-bulletins/methylphenidate-hydrochloride-extended-release-tablets
http://www.usp.org/usp-nf/notices/additional-feedback-sought-proposed-storage-and-distribution-general-chapters
http://www.usp.org/usp-nf/official-text/proposal-statuscommentary
http://www.usp.org/news/national-alliance-hispanic-health-and-us-pharmacopeial-convention-partner-raise-awareness-about-safe-use-vitamins-and-other
http://www.usp.org/news/national-alliance-hispanic-health-and-us-pharmacopeial-convention-partner-raise-awareness-about-safe-use-vitamins-and-other
http://www.usp.org/news/national-alliance-hispanic-health-and-us-pharmacopeial-convention-partner-raise-awareness-about-safe-use-vitamins-and-other
http://www.usp.org/news/national-alliance-hispanic-health-and-us-pharmacopeial-convention-partner-raise-awareness-about-safe-use-vitamins-and-other
http://www.usp.org/news/national-alliance-hispanic-health-and-us-pharmacopeial-convention-partner-raise-awareness-about-safe-use-vitamins-and-other
http://www.usp.org/usp-healthcare-professionals/usp-medicare-model-guidelines
http://www.usp.org/usp-healthcare-professionals/compounding
http://www.usp.org/usp-nf/key-issues/heparin
http://www.facebook.com/USPharmacopeia
http://twitter.com/uspharmacopeia
http://www.youtube.com/user/USPharmacopeia
http://www.linkedin.com/companies/u.s.-pharmacopeia
http://www.usp.org/news/usp-rss-feed
http://www.usp.org/about-usp/careers


Institute for Healthcare Improvement IHI
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www.ihi.org

http://www.ihi.org/
http://www.ihi.org/
http://www.ihi.org/about
http://www.ihi.org/topics
http://www.ihi.org/education
http://www.ihi.org/resources
http://www.ihi.org/regions
http://www.ihi.org/engage
http://www.ihi.org/communities/blogs/_layouts/ihi/community/blog/itemview.aspx?List=0f316db6-7f8a-430f-a63a-ed7602d1366a&ID=30
http://www.ihi.org/Pages/default.aspx
http://www.ihi.org/Pages/default.aspx
http://www.ihi.org/Pages/default.aspx
http://www.ihi.org/Pages/default.aspx
http://www.ihi.org/Pages/default.aspx
http://www.ihi.org/Topics/ImprovementCapability/Pages/default.aspx
http://www.ihi.org/Topics/PFCC/Pages/default.aspx
http://www.ihi.org/Topics/PatientSafety/Pages/default.aspx
http://www.ihi.org/Topics/QualityCostValue/Pages/default.aspx
http://www.ihi.org/Topics/TripleAim/Pages/default.aspx
http://www.ihi.org/openschool
http://www.ihi.org/openschool
http://www.ihi.org/wihi
http://www.ihi.org/wihi
http://www.ihi.org/Engage/collaboratives/LeadershipAlliance/Pages/default.aspx
http://www.ihi.org/Engage/collaboratives/LeadershipAlliance/Pages/default.aspx
http://www.ihi.org/education/Pages/default.aspx
http://www.ihi.org/education/Pages/default.aspx
http://www.ihi.org/education/Pages/default.aspx
http://www.ihi.org/education/AudioVideo/WIHI/July242014FromPrehospitaltoInHospitalTheContinuumforTimeSensitiveCare/Pages/default.aspx
http://www.ihi.org/education/AudioVideo/WIHI/July242014FromPrehospitaltoInHospitalTheContinuumforTimeSensitiveCare/Pages/default.aspx
http://www.ihi.org/education/AudioVideo/WIHI/July242014FromPrehospitaltoInHospitalTheContinuumforTimeSensitiveCare/Pages/default.aspx
http://www.ihi.org/education/AudioVideo/WIHI/July242014FromPrehospitaltoInHospitalTheContinuumforTimeSensitiveCare/Pages/default.aspx
http://www.ihi.org/education/AudioVideo/WIHI/July242014FromPrehospitaltoInHospitalTheContinuumforTimeSensitiveCare/Pages/default.aspx
http://www.ihi.org/education/WebTraining/Webinars/Web_Action/BehavioralHealthIntegration/Pages/default.aspx
http://www.ihi.org/education/WebTraining/Webinars/Web_Action/BehavioralHealthIntegration/Pages/default.aspx
http://www.ihi.org/education/WebTraining/Webinars/Web_Action/BehavioralHealthIntegration/Pages/default.aspx
http://www.ihi.org/education/WebTraining/Webinars/Web_Action/BehavioralHealthIntegration/Pages/default.aspx
http://www.ihi.org/education/WebTraining/Expeditions/AppropriateUseofBloodProducts/Pages/default.aspx
http://www.ihi.org/education/WebTraining/Expeditions/AppropriateUseofBloodProducts/Pages/default.aspx
http://www.ihi.org/education/WebTraining/Expeditions/AppropriateUseofBloodProducts/Pages/default.aspx
http://www.ihi.org/education/WebTraining/Expeditions/AppropriateUseofBloodProducts/Pages/default.aspx
http://www.ihi.org/education/InPersonTraining/PatientSafetyExecutive/2014SeptemberPatientSafetyExecutiveDevelopment/Pages/default.aspx
http://www.ihi.org/education/InPersonTraining/PatientSafetyExecutive/2014SeptemberPatientSafetyExecutiveDevelopment/Pages/default.aspx
http://www.ihi.org/education/InPersonTraining/PatientSafetyExecutive/2014SeptemberPatientSafetyExecutiveDevelopment/Pages/default.aspx
http://www.ihi.org/education/InPersonTraining/PatientSafetyExecutive/2014SeptemberPatientSafetyExecutiveDevelopment/Pages/default.aspx
http://www.ihi.org/Pages/default.aspx
http://www.ihi.org/Pages/default.aspx


Drug Rules Must Include          1016

P&Ps must identify the qualifications of pharmacy 
director 

Person must make sure state laws are followed 
including who can perform pharmacy services

 Including supervision of the pharmacy staff

Must be able to identify standards used in 
developing P&P

Note: Can cite as references in the P&Ps

Storage including location of storage areas, 
medication carts, and dispensing machines
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Drug Rules Must Include          1016

Proper environmental conditions

Follow manufacturer’s recommendations such as 
keep refrigerated, room temperature, out of light, 
etc.

Security
 P&P must be consistent with state and federal law as who 

can access pharmacy or drug storage areas

–Housekeeping, security or maintenance are 
usually not given unsupervised access

 If kept in private office then patients and visitors are not 
allowed in the area without supervision
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Drug Rules Must Include              1016

Secure area is restricted to personnel
Given flexibility in non-controlled drugs such as 

don’t have to be locked up when setting up for a 
procedure

Example would be the OR

Would lock up when area not staffed such as in 
evenings and weekends

Medication carts, anesthesia carts, epidural carts 
and non-automated medication carts with 
medications must be secure when not in use
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Medications in the OR  ASA Position
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www.asahq.org/For-Members/Standards-
Guidelines-and-Statements.aspx



ASA Guidelines and Statements
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http://asahq.org/For-Healthcare-Professionals/Standards-Guidelines-and-Statements.aspx

http://asahq.org/
http://asahq.org/For-Members/About-ASA/Contact-ASA.aspx
http://asahq.org/Home-Page/Advertising-Opportunities.aspx
http://asahq.org/Annual-Meeting/Exhibitors.aspx
http://asahq.org/Home-Page/ASA-Sponsorship-Opportunities.aspx
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http://asahq.org/For-Healthcare-Professionals/About-ASA/Join-ASA.aspx
http://search.asahq.org/search?site=default_collection&client=asahq_search&output=xml_no_dtd&proxystylesheet=asahq_search&ie=UTF-8&ip=10.1.2.74&access=p&sort=date:D:L:d1&entqr=3&entqrm=0&oe=UTF-8&ud=1&proxycustom=%3CADVANCED/%3E
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http://asahq.org/For-Members/Education-and-Events.aspx
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http://asahq.org/For-Members/Practice-Management/Conference-on-Practice-Management.aspx
http://asahq.org/GHO
http://asahq.org/For-Members/Clinical-Information.aspx
http://www.surveymonkey.com/s/2V5WMX3
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http://asahq.org/For-Members/Standards-Guidelines-and-Statements.aspx
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http://asahq.org/For-Healthcare-Professionals/Standards-Guidelines-and-Statements.aspx
https://myasa.asahq.org/
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http://asahq.org/For-Students.aspx
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http://asahq.org/For-Students/Career-Opportunities.aspx
http://www.faer.org/
http://asahq.org/%7E/media/For%20Students/documents/ASAResGuide.ashx
http://asahq.org/For-Students/Practice-Management/Resident-Practice-Management-Education.aspx
http://asahq.org/For-Students/Career-Opportunities.aspx
http://asahq.org/For-Students/For-Residents.aspx
http://asahq.org/For-Students/For-Medical-Students.aspx
http://asahq.org/For-Members/Practice-Management/Conference-on-Practice-Management.aspx
http://asahq.org/For-the-Public-and-Media.aspx
http://asahq.org/For-the-Public-and-Media/ASA-Videos.aspx
http://asahq.org/For-the-Public-and-Media/Press-Room.aspx
http://asahq.org/For-the-Public-and-Media/Press-Room/Anesthesia-Fast-Facts.aspx
http://asahq.org/For-the-Public-and-Media/Press-Room/Anesthesiology-and-Other-Scientific-Press-Releases.aspx
http://www.lifelinetomodernmedicine.com/
http://www.lifelinetomodernmedicine.com/
http://asahq.org/For-Healthcare-Professionals.aspx
http://asahq.org/For-Healthcare-Professionals/Standards-Guidelines-and-Statements.aspx
http://asahq.org/For-Healthcare-Professionals/Education-and-Events/ASA-Annual-Meeting.aspx
http://asahq.org/For-Healthcare-Professionals/Publications-and-Research/Periodicals.aspx
http://asahq.org/For-Healthcare-Professionals/About-ASA.aspx
http://asahq.org/For-Healthcare-Professionals/Patient-Quality-and-Safety.aspx
https://ecommerce.asahq.org/c-2-professional-practice.aspx?
http://asahq.org/For-Healthcare-Professionals/Standards-Guidelines-and-Statements.aspx
http://asahq.org/For-Healthcare-Professionals/Standards-Guidelines-and-Statements.aspx
http://asahq.org/For-Healthcare-Professionals/Standards-Guidelines-and-Statements.aspx
http://asahq.org/App_Controls/ModalPrintTemplate.aspx?KeepThis=true&TB_iframe=true&height=445&width=770&type=print
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http://asahq.org/For-Healthcare-Professionals/Standards-Guidelines-and-Statements.aspx
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http://asahq.org/For-Healthcare-Professionals/Standards-Guidelines-and-Statements.aspx
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http://asahq.org/For-Healthcare-Professionals/Standards-Guidelines-and-Statements.aspx


Recommendation on Medications in the OR
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www.apsf.org/newsletters/html/2010/spring/01_conference.htm

http://www.apsf.org/resource_center/newsletter/2010/spring/index.htm
http://www.apsf.org/resource_center/newsletter/2010/spring/01_conference.htm
http://www.apsf.org/resource_center/newsletter/2010/spring/01_conference.htm
http://www.apsf.org/resource_center/newsletter/2010/spring/01a_registry.htm
http://www.apsf.org/resource_center/newsletter/2010/spring/08_sedation.htm
http://www.apsf.org/resource_center/newsletter/2010/spring/08_sedation.htm
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http://www.apsf.org/resource_center/newsletter/2010/spring/02_inject.htm


Drugs Rules Must Include       1016

Must have P&P on security and monitoring of 
all carts
Whether locked or unlocked

 If unlocked staff must be close by and directly 
monitoring the cart as when passing medications

Handling medications, which includes mixing 
or reconstituting, is done according to 
manufacturer’s recommendations
 Includes compounding or admixing of sterile IVs or 

other drugs 
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Drugs Rules Must Include
Only pharmacy can reconstitute, mix, or compound a 

drug

Except in an emergency

Except if not feasible such as product’s stability is 
short

Compounding drugs used or dispensed must be 
prepared in a manner consistent with acceptable 
principles for sterile and non-sterile compounding

Want to prevent microbial contamination and 
bacterial toxins for compounds intended to be sterile
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Drugs and Biologicals  1016

Pharmacy must demonstrate how it assures that all 
sterile and non-sterile compounded drugs are  
prepared are pursuant to SOC

All compounded forms must be sterile including 
wound irrigations, eye drops and ointments, 
injections, infusions, nasal inhalation, etc.

Remember in part one that the ASHP foundation has 
a free resource on outsourcing sterile products 
preparation: contractor assessment tool
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Drugs Rules Must Include    1076

The Drug Quality and Security Act (DQSA) 
has sections related to compounding
Outsourcing facilities who compound drugs should 

register and must comply with section 503B of the 
FDCA and other requirements such as the FDA’s 
current good manufacturing practice (CGMP)

Will be inspected by the FDA according to risk 
based schedule

Must meet certain other conditions including 
reporting adverse drug events to the FDA
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FDA’s Compounding Website
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Use a Company that is Registered
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Drug Rules Must Include    1016

 If CAH obtains compounded medications 
from compounding pharmacy rather than a 
manufacturer or a registered outsourcing 
facility then must demonstrate that medicine 
received have been prepared in accordance 
with acceptable principles
Contract with the vendor would want to ensure 

CAH access to their quality data verifying their 
compliance with USP standards

Should document you obtain and review this data
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Drugs and Biologicals           1016

Dispensing medications

Dispensed timely

Follow all state laws

Enough staff to provide accurate and timely 
medication delivery

System so medications orders get to pharmacy 
promptly and are available when needed by the 
patient

Concerns or questions should be clarified with the 
prescriber before dispensing
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Drugs and Biologicals         1016

Can use unit dose or floor stock system
Automated dispensing cabinets are secure option

Need P&P for who can access medications after 
hours (night cabinet standard)

Suggest P&P on do not use abbreviations, 
high alert drug list, safety recommendation for 
high alert medications, quantities of 
medications dispensed to minimize diversion, 
limit overrides, return all meds in secure one-
way return bin, etc.
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http://www.ismp.org/tools/errorproneabbreviations.pdf
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Do Not Use Abbreviations ISMP
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TJC’s Do Not Use Abbreviation List
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ISMP List of High Alert Medications
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www.ismp.org



Drugs and Biologicals       1016

Administer meds by qualified staff in accordance 
with state law

So in one state, LPNs can not push certain IV 
medications or hang blood

Must follow acceptable standards of practice for 
medication administration

Follow record keeping for receipt and disposition of 
scheduled drugs

DEA has five from schedule I to V substances 
 Schedule IV includes certain narcotics so must track them 
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Drugs and Biologicals            1016

Want locked storage of scheduled drugs when 
not in use
 Keep accurate counts to show use

Reconcile any discrepancies in the counts

Ensure outdated, mislabeled, or unusable medication 
is not used

Must have pharmacy labeling, inspection, and 
inventory management

Do not use past the BUD or beyond use date
 P&P to determine BUD date if not marked
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Drugs and Biologicals            1016

Each individual drug must be labeled with name, 
strength of drug, lot and control number and 
expiration date

 If multidose vial is opened, must have expiration 
date of 28 days on the label unless otherwise 
specified by the manufacturer

Must have a system to report ADEs and 
medication errors

Pharmacy needs to assess to see if problems in 
pharmacy caused or contribute to these
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Drugs and Biologicals              1016

Surveyor is to ask nursing if medications 
dispensed in a timely manner

 If late medications, the surveyor is to investigate

Surveyor is to ask what professional pharmacy 
principles pharmacy is using

Surveyor to make sure drugs are secure

Will verify only pharmacist or authorized person 
compounds, labels, and dispenses
 Some state laws state can not be done by pharmacy tech
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Survey Procedure                  1016

Surveyor to make sure has a process to 
follow up on ADE and medication errors
Surveyor to determine if CAH obtains compounded 

drugs from external source that is not FDA 
registered then does the facility evaluate and 
monitor adherence to safe principles

Will ask for example of when the BUD had to be 
determined for a compounded sterile medication 
based on P&P

Long survey procedure for this tag number
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Reporting  ADR and Errors  1018
 Standard: Procedures for reporting adverse 

drug reactions (ADR) and medication errors
 Staff must report these
 Take care of patient and report to QAPI 
 Need a policy and procedure and ensure staff 

are aware of the P&P
 Need a definition for both
 CMS mention National Coordinating Definition of 

Medication Error (NCCMER)
 Mentions ASHP definition of adverse event



Definition of Medication Error
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Definition of Adverse Drug Event ADR
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Reporting  ADR and Errors     1018
ADR and medication errors that reach the 
patient must be reported to the practitioner

The report must be made immediately, such 
as a phone call, if the error causes harm to 
the patient
 If harm is not known then must report immediately

 If no harm then can inform practitioner in the 
morning

Documentation of the error and notification of the 
practitioner must be made in the MR
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Reporting  ADR and Errors  1018
Must educate staff on medication errors and ADEs 

to facilitate reporting
Must include reporting of near misses

Must educate how they are to be reported

 For example, on a medication incident report which is 
sent to pharmacy, nursing, risk management, and 
then into the QAPI program

To help assess vulnerabilities and implement 
reoccurrences
 Can do RCA, FMEA, or QAPI review
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Reporting  ADR and Errors   1018
Encourages a non-punitive approach that 
focuses on system issues

Can’t just rely on incident reports
Must take other steps to identify errors and ADRs

Trigger drug analysis, observe medication 
passes, computer assessment, concurrent and 
retrospective reviews, medication usage 
evaluations for high alert drugs etc.

Encourages reporting to the FDA MedWatch 
Program and ISMP MER system
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ISMP Medication Error Reporting Program
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FDA Reporting
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www.fda.gov/Safety/MedWatch/HowT
oReport/DownloadForms/default.htm
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FDA MedWatch Form
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Non-Punitive Environment
 Studies showed that if you have punitive 

environment errors will not be reported,
 Most of  serious errors are made by long term 

employees or physicians with unblemished records,
 It was the system that actually lead to the error,
 Need to change the environment or culture and this is 

called system analysis,
 Important to have a non-punitive environment,
 We need to move beyond the culture of blame so we can find 

out what errors are occurring and how to prevent them,

 Balance this with Just Culture,
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Indicator Drugs  (Trigger Drugs)
 Monitor Digibind usage and develop protocol for 

appropriate use,
 Monitor use of reversals agents such as 

Romazicon and Narcan to look for unreported 
cases of adverse events during moderate 
sedation,
 Narcan, antihistamines, Vitamin K,
 IV glucose, glucagon,
 Epinephrine, topical calamine,
 Phentolamine, digibind, protamine, hyaluronidase,
 Kayexalate, anti-emetics and anti-diarrheas,
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List of High Alert Medications
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High Alert How to Guide IHI

www.ihi.org/NR/rdonlyres/8B2475CD-56C7-4D9B-B359-801F3CC3A8D5/0/HighAlertMedicationsHowToGuide.doc
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Survey Procedure  1018
Will make sure nursing staff knows what to do if 

there is a medication error (ME) or ADE
Will ask nursing to provide an example of what they 

would do if ME or ADE

Surveyor will review records of MEs and ADEs 
to make sure immediately reported and 
documented in the medical record

Will ensure hospital has system for reporting 
into QAPI
Will make sure staff trained in reporting expectations
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Medication Resources
Governmental agencies may include; 

Food and Drug Administration (FDA) at 
www.fda.gov 

Med Watch Program at 
www.fda.gov/medwatch

Agency for Health Care Research and 
Quality (AHRQ) at www.ahrq.gov 
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Websites
The Institute for Safe Medication 
Practices (ECRI) - www.ismp.org
U.S. Pharmacopoeia (USP) 
www.usp.org
Institute for Healthcare Improvement-
www.ihi.org (NPSF combined),
Sentinel event alerts at 
www.jointcommission.org,
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Additional Resources
American Pharmaceutical Association-

www.aphanet.org

American Society of Heath-System Pharmacists-
www.ashp.org

Enhancing Patient Safety and Errors in Healthcare-
www.mederrors.com

National Coordinating Council for Medication Error 
Reporting and Prevention-www.nccmerp.org,

FDA's Recalls, Market Withdrawals and Safety 
Alerts Page: http://www.fda.gov/opacom/7alerts.html



The CMS  Dietary Standards  
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Dietary     1020                2020

 Standard: If the CAH furnishes inpatient services, 
including swing bed patients

 Procedures must be in place that ensure that the 
nutritional needs of inpatients are met in accordance 
with recognized dietary practices

 And need the order of a practitioner 
 Can C&P dietician to order diet if state allows

 Includes swing beds

 The survey procedure and interpretive guidelines are 
pending



Previous Interpretive Guidelines
 These are the previous interpretive guidelines and 

are here for reference only

 Due out in late spring or early summer 2020

 A CAH is not required to prepare meals itself

 Can obtain meals under contract 

 Infection control issues in dietary hit hard

 Must be staffed to ensure that the nutritional needs 
of the patients are met 
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Dietary Services Previous Guidelines
Must have a qualified director

Based on education, experience, specialized 
training and license, certified, or registered if 
required by the state

 If swing beds must comply with following:
Make sure resident maintains acceptable parameters of 

nutritional status such as body weight and proteins

 Receives a therapeutic diet
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Policies Reviewed             1020     2020

Standard: The policies have to reviewed at 
least biennially
Policies on meeting the nutritional needs of 

inpatients

Need to be reviewed by a group of professional 
personal

The interpretive guidelines and survey procedure 
are pending

The remaining slides will not be discussed and are 
the old interpretive guidelines
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Dietary Services Old Guidelines
Must follow recognized dietary practices

For example, the IOM’s Food and Nutrition Board’s 
DRI or Dietary Reference Intake 4 reference values
 RDA or the recommended dietary allowance is 

average dietary intake of a nutrition sufficient of 
healthy people

 Adequate Intake (AI) for a nutrient is similar to the 
ESADDI and is only determine when an RDA cannot 
be determined
– Estimated Safe and Adequate Daily Intake (ESADDI)

– AI is based on observed intakes of the nutrient by a group of healthy 
persons
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Dietary Services Old Guidelines  
 IOM’s Food and Nutrition Board’s DRI or Dietary 

Reference Intake 4 reference values (continued)

Tolerable Upper Intake Level (UL) is highest 
daily intake of a nutrient that is likely to pose 
no risks of toxicity for most people
–As the UL increase, risk increases

Estimated Average Requirement (EAR) is the 
amount of the nutrient that is estimated to 
meet the requirement  of half of the health 
people

153



IOM DRI or Dietary Reference Intake 
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Interactive DRI Tool and Tables
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http://fnic.nal.usda.gov/dietary-guidance/fruits-veggies-more-matters-resources/fruit-and-veggie-pages
http://fnic.nal.usda.gov/dietary-guidance/fruits-veggies-more-matters-resources/fruit-and-veggie-pages
http://fnic.nal.usda.gov/dietary-guidance/fruits-veggies-more-matters-resources/state-programs-and-resources
http://fnic.nal.usda.gov/dietary-guidance/fruits-veggies-more-matters-resources/state-programs-and-resources
http://fnic.nal.usda.gov/dietary-guidance/fruits-veggies-more-matters-resources/resources-spanish
http://fnic.nal.usda.gov/dietary-guidance/individual-dietary-assessment
http://fnic.nal.usda.gov/dietary-guidance/individual-dietary-assessment
http://fnic.nal.usda.gov/dietary-guidance/myplate-and-historical-food-pyramid-resources
http://fnic.nal.usda.gov/dietary-guidance/myplate-and-historical-food-pyramid-resources


Dietary Services Old Guidelines 
Therapeutic diets may help meet the 
patient’s nutritional needs

Patients must be assessed to determine if 
a therapeutic diet is needed
 Include in the patient’s care plan

 Include the need to monitor intake

 Include if need daily weights, I&O, or lab 
values
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Nutritional Assessment Old Guidelines
Patient May Need Comprehensive Assessment if: 

Medical or surgical conditions or physical status 
interferes with their ability to digest or absorb 
nutrients
 Patient has S&Ss indicating a risk for malnutrition

–Such as anorexia, bulimia, electrolyte imbalance, 
dysphagia, ESRD or certain medications

Or if the patient’s medical condition is adversely 
affected by intake and so a special diet is needed

–CHF, renal disease, diabetes, etc.
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Dietary Old Guidelines
Patient may need comprehensive 
assessment if (continued): 
Patient receiving artificial nutrition

Tube feeding, TPN, or peripheral parenteral 
nutrition

Need an order for diets, including therapeutic diet, 
from practitioner responsible for care

Dietician or qualified nutritional specialist can be 
C&P to order diet as consistent with state law
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Survey Procedure Old Guidelines
Surveyor will verify the dietician is qualified

Will ask how CAH uses DRIs in its menus to meet 
the nutritional needs of patients

Will make sure patients were screened and 
assessed

Will make sure all diets are ordered

Will make sure dietary intake and nutritional status 
are being monitored as appropriate and swing beds 
patients aren’t losing weight and maintaining protein 
level
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