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Speaker
▪ Lena Browning 

▪ MHA, BSN, RNC-NIC, CSHA

▪ Consultant, Nash Healthcare 
Consulting

▪ 270-499-0843

▪ LBrowning@Nashhc.com  

▪ Email questions to CMS:                                               
Critical Access Hospitals: qsog_CAH@cms.hhs.gov.             
Acute hospitals: qsog_hospital@cms.hhs.gov.  
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Why We are Here Today
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Subscribe to the Federal Register
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https://public.govdelivery.com/accounts/USGPOOFR/subscriber/new



How to Keep Up with Changes

▪Confirm current CoP 1.

▪ If new manual – check CMS transmittal page 2.

▪Check the survey and certification website monthly 3.

▪Have one person in your facility who has this 
responsibility

▪
1  http://www.cms.hhs.gov/manuals/downloads/som107_Appendicestoc.pdf

▪ 2 http://www.cms.gov/Transmittals

▪ 3  http://www.cms.gov/SurveyCertificationGenInfo/PMSR/list.asp#TopOfPage
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The Conditions of Participation (CoPs)

▪ Manual first out 1986

– Multiple updates

▪ Section numbers – “Tag” numbers

▪ Start in the Federal Register 

▪ Interpretive Guidelines  

▪ Survey procedures 

▪ Hospitals should check this website once a month for 
changes
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CMS Hospital CoP Manual

▪ https://www.cms.gov/files/document/som107appendicestoc.pdf.
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CMS CoP Manual
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State Operation Manual – Acute/PPS
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State Operation Manual – Critical Access 
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CMS Survey Memos
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www.cms.gov/Medicare/Provider-Enrollment-and-Certification/SurveyCertificationGenInfo/Policy-

and-Memos-to-States-and-Regions



Example of Survey Memo CRE and ERCP’s
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Can Access Deficiency Data

▪ Includes acute care and CAH hospitals 

▪ List tag numbers

▪ Does not include the plan of correction but can request

▪ Questions to bettercare@cms.hhs.com

▪Updated quarterly
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Updated Deficiency Data Reports
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“Full Text Statements”
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www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/CertificationandComplianc/Hospitals.html



Deficiencies by Tag Number

16



17

www.hospitalinspections.org/



Search for Hospital Survey Reports
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Read the Report
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Topics To Be Covered
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Physical Plant 

& 

Environment
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Construction      910

▪Condition: Applies to 

▪ All locations

▪ All campuses

▪ All satellites 

▪ All in-and out-patients

▪Departments/services – responsible for building and 
equipment/maintenance – must be incorporated into 
QAPI
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Construction      912

▪Standard: Hospital constructed, arranged, and 
maintained 

▪ Ensure access 

▪ Safety of patients

▪ Provide adequate space to provide care to patients

▪Constructed per state and federal law

▪ Will look to see if maintained to ensure safety of patients

– Conditions of ceilings, walls, and floors

– See Facility Guideline Institute (FGI)*

*See Appendix
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Maintenance 914

▪ Required:

▪ Housekeeping (ES) 

▪ Preventative maintenance (PM) programs

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

▪ Facilities, supplies and equipment must be maintained
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Equipment     

▪ “Equipment” includes:

– Boilers – elevators – air compressors – ventilators – x-ray 
equipment – IV pumps & equipment – stretchers –
maintenance log, etc.

▪ Identify equipment to meet patient needs in case of 
an emergency/disaster situation

▪ Mass trauma – disease outbreak – internal disasters, etc.

▪All equipment must be tested and inspected before 
initial use and after major repairs/upgrades*

* See Appendix
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Interpretive Guidelines

▪All equipment must be

▪ Inspected, testing and maintained

▪ Ensure safety, availability and reliability

▪Activities may be done by

▪ Employees

▪ Contractors

▪ Combination
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Interpretive Guidelines

▪ Individuals overseeing program must be qualified

▪ Must maintain records to show individuals qualified

▪Overall - must demonstrate that qualified personnel 
are performing risk-based assessments, PM, or 
establishing the AEM program
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Interpretive Guidelines

▪Must have policies, procedures and programs re:

▪ Inventories

▪ Activities

▪ Schedules

▪Follow manufacturer-recommended activities and 
schedules

▪ Can do more frequently

▪ But must use recommended activities

▪ Maintain documentation
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Question

▪Our facility has an established alternate equipment 
management program.

▪ Yes

▪ No

▪ Not sure
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Alternate Equipment Management (AEM)

▪Program – can use maintenance program differ 
from manufacturer recommendations

▪Must develop, implement and maintain 
documentation

▪ Minimize risk to patient and others with equipment use

▪ Be based on generally accepted SOP

▪ Example: American National Standards Institute for the 
Advancement of Medical Equipment Handbook
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Equipment Placed in AEM

▪Must verify qualified employees/contractors

▪ Making the decision on placement

▪ Performing risk-based assessments

▪ Establishing AEM requirements

▪ Managing the program

▪ Performing maintenance per the AEM policies and 
procedures
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Who Qualified for AEM Decision

▪Medical equipment

▪ Clinical or biomedical technician or engineer

▪ Specialized/complex equipment – may need specially 
trained person 

▪Facility equipment 

▪ Healthcare Facility Management professional

▪ Facility manager/director/VP facilities

▪Must maintain records of qualifications

▪ Demonstrated how assure contractors qualified
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Equipment in the AEM Program

▪Expected to identify critical equipment 

▪ Either biomedical or physical plant equipment

▪ Where risk of serious injury or death if fails
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Factors to Consider

▪How used and consequences of failure

▪ Seriousness of harm if fails

▪ How widespread the harm – one or many

▪ Information on equipment maintenance recommendations

▪ Maintenance requirements – simple to complex

▪Timely availability of backup systems

▪ Incident history of same/similar euqipement
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Equipment NOT Eligible for AEM

▪Federal or State law require maintenance, 
inspection and testing done per manufacturer’s 
recommendations

▪Other CoPs require – National Fire Protection 
Association Life Safety Code

▪Radiology/imaging equipment

▪Medical laser

▪New equipment with insufficient maintenance 
history
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Frequency of PM

▪Based on nature of equipment and risk to 
patients/staff health and safety

▪Must follow manufacturer’s recommendations

▪Nationally recognized expert associations

▪CAH’s experience

▪Must adhere strictly to                                                
AEM activities or                                                            
strategies developed
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Inventory

▪Expected to have list of facility and medical 
equipment essential to operation of the CAH

▪For low cost/risk essential equipment –
housekeeping – can list the number under an item

▪ Vacuum cleaners

▪Other:

▪ AEM equipment must be readily separately identified as 
such

▪ Critical equipment must be readily identified as such
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Survey Procedure

▪Will interview personnel in charge of maintenance

▪ Adequate provisions for availability

▪ Equipment identified as essential 

– Regular

– Emergency situation

▪Determine if complete inventory of equipment to 
meet patient needs
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Survey Procedure – continued 

▪Documentation of qualification of responsible 
personnel

▪How assures contractors use qualified personnel

▪ If following manufacturer-recommended 
maintenance activities and frequency

▪ If using an AEM

▪ Will look at a sample of equipment in AEM program

▪ Maintenance strategies and how performed

– Including critical equipment - ventilators
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Disposal of Trash    920   

▪Standard: There is proper routine storage and 
prompt disposal of trash

▪ Interpretive guidelines are pending

▪ Reference only - previous interpretive guidelines

– Includes biohazardous waste

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

– Includes radioactive materials

▪ Survey procedures pending
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Storage of Drugs   922

▪ Standard: Drugs and biologicals must be  
appropriately stored

▪ Properly locked in the storage area

▪ Medication carts in C-section rooms locked

▪ Drugs not left out in tube system/dumbwaiter ledge

▪ Surveyor will ask what 

– Standards 

– Guidelines 

– Law using

4
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Physical Environment 924

▪Standard: Premises clean and orderly

▪ Uncluttered physical environment

▪ Where patient/staff can function safety

▪ Equipment/supplies properly stored

– Not in corridors

▪ Spill not left unattended

▪ No floor obstructions

▪ No evidence peeling paint, visible water leaks or plumbing 
problems
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Ventilation, Lighting & Temperature 926 

▪Standard: There is proper ventilation, lighting and 
temperature control:  (2020)

▪ Pharmaceutical

▪ Patient care

▪ Food preparation

▪ Interpretive guidelines and Survey procedures 
pending
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CMS Memo April 19, 2013

▪AORN: 

▪ Temperature between 68-73 degrees 

▪ Humidity between 30-60% in the OR, PACU, cath lab, 
endoscopy rooms and instrument processing areas

▪CMS: 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*

▪ * See Slide 146
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Impact of Lowering the Humidity

▪ Impacts some equipment and supplies

▪ Shelf life and product integrity of some sterile supplies

– EKG electrodes

▪ Electro-medical equipment may be affected by electrostatic 
discharge 

– Especially older equipment

▪ Erratic behavior of software and premature failure of the 
equipment

▪ Calibration of the equipment

▪Follow the manufacturers instructions for use that 
explains any RH requirements
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Joint Commission and ASHRAE

▪ Joint effort with multiple organizations on humidity 
in OR

▪RH lower than 30% can impact integrity and 
functionality of supplies and electro-medical 
equipment

▪Was lowered to 20 – 30% upon request of multiple 
organizations

▪ Upper limit 60%

https://www.aorn.org
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Impact of Lowering the Humidity
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Life Safety From Fire  930 (2020)

▪ Follow LSC provisions

▪ Includes NFPA 101 and Tentative Interim 
Amendments TIA 12-1, TIA 12-2, TIA 12-
3, and TIA 12-4

▪ Have positive latching hardware and no
roller latches on doors where 
flammables/combustibles stored

▪ Interpretive guidelines are pending
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LSC Provisions Waiver 2020

▪ LSC waiver – would cause unreasonable hardship 
(932)

▪ 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 and Survey procedures 
pending for all three
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Sprinkler System  938 (2020)

▪ If the system is shut down for more than 10 hours 
must: 

▪ Evacuate the building or portion of the building affected 

– Until the system is back up, or 

▪ Establish a fire watch until the system is back up

▪ Interpretive guidelines and Survey procedures 
pending
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Sleeping Rooms - Windows 940 (2020)

▪Every sleeping room must have an outside window 
or door

▪ Constructed after 7-5-16: 

– Sill height can be higher than 36 inches about the floor

– 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 and Survey procedures 
pending

51



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 does not 
affect health or safety of patients

▪ Interpretive guidelines and Survey procedures 
pending
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Emergency Preparedness



Question

▪We have reviewed and updated our Emergency 
Preparedness plan since the pandemic.

▪ Yes

▪ No

▪ Not Sure
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Marshall Fire, Colorado, December 2021 
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Emergency Preparedness

▪ In Appendix Z for interpretive guidelines and survey 
procedures

▪ Start at tag 950

▪ Changes in Hospital Improvement Rule 2019

▪ Changed everything from yearly to every two years 

▪ EXCEPT - drills are still twice a year
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Emergency Preparedness Appendix Z

▪Requirements, final interpretive guidelines and 
survey procedures to Appendix Z

▪Regulations start at tag 950

▪ Questions: SCGEmergencyPrep@cms.hhs.gov
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Emergency Preparedness  950 (2020)

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

▪ Have and maintain a comprehensive EP program

▪ Utilize all-hazards approach – including emerging 
infections

▪Program must include:

▪ Plan >Policies & procedures

▪ Communication plan >Training & testing

▪ Emergency & standby power
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Emergency Plan

▪Reviewed and updated every 2 years

▪ Based on and include documented facility & community-
based risk assessment

– Using all-hazard 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

▪ Include process for cooperation and collaboration with EP 
officials
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Policies & Procedures

▪Based on the plan, risk assessment and 
communication plan

▪ Reviewed and updated every 2 years

▪Address:

▪ Provision of subsistence needs

▪ Food-water-medical-pharmaceutical supplies

▪ Alternate sources of energy – for services

▪ System to track off-duty staff/sheltered patients in the 
hospital

▪ Safe evacuation
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Policies & Procedures  (cont’d)

▪Address – cont’d

▪ Means to shelter in place

▪ System of documentation – preserves confidentiality

▪ Use of volunteers/other staffing strategies

▪ Arrangement with other CAH/providers

▪ Role of hospital under waiver - 1135
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Communication Plan

▪Plan that complies with all laws

▪ Reviewed and updated every 2 years

▪Must include

▪ Names/contact information – patients/staff/physicians

▪ Contact information – emergency preparedness staff

▪ Primary and alternate means communication

– Staff

– Emergency management agencies
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Communication Plan

▪Must include (cont’d)

▪ Method for sharing information/documentation for patients

▪ In an evacuation – means to release patient information 
as permitted

▪ Method to provide information about condition/location of 
patients

▪ Means to provide information about 
occupancy/needs/ability to provide assistance
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Training and Testing

▪Must develop and maintain training and testing 
program

▪ Based on emergency plan

▪ Risk Assessment

▪ P&P

▪ Communication plan

▪ Reviewed and updated every 2 years
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Testing

▪Conduct exercises twice a year

▪ Participate in full-scale exercise community or facility 
based

▪ If actual disaster – exempt from next full-scale exercise

▪ Conduct annual additional exercise – full-scale, mock or 
table-top

▪ Analyze and document all drills – revise as necessary
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Power Systems

▪ Implement emergency & standby power systems

▪ Emergency generator location – per Health Care Facilities 
code and Tentative Interim Amendments

▪ Generator inspection and testing

▪ Generator fuel

▪ If part of integrated healthcare system

▪ Demonstrate each separately certified facility participates

▪ Include a unified and integrated plan – based on risk 
assessment

▪ Include integrated P&P
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Organizational Structure 

Governing Body or Responsible 

Individual 
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Governing Body   960 & 962

▪ Standard: CAH has a governing body or individual 
that assumes legal responsibility for implementing 
and monitoring P&Ps

▪ Must approve all policies

▪ To provide quality care in safe environment

▪ Determines categories of eligible practitioners with is 
written criteria for appointments

▪ Must be written criteria for staff appointment
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Appointment to Medical Staff

▪ Board appoints practitioners to medical staff

▪ On advice of medical staff

▪ Ensures and approves medical staff has bylaws

▪ Ensures medical staff accountable to governing body
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Criteria for Selection to Staff

▪Character

▪Competence

▪Training

▪Experience

▪ Judgment

▪Surveyors – will look for/inquire

▪ Written documentation of categories/staff

▪ Verification appointment
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Telemedicine Agreements 872 & 874

▪Governing board must ensure written agreement 
regarding telemedicine services

▪Distant site hospital

▪ Medicare-participating hospital

▪Distant site entity

▪ Provides services in a manner that enables CAH to 
comply with CoPs
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Other Requirements

▪Physicians/practitioners privileged and credentialed 
at distant site hospital or entity

▪Physicians/Practitioners licensed in state where 
patient located

▪CAH privileges, credentials and review services 
provided by telemedicine physicians/practitioners

▪ Includes reporting back to hospital/entity of complaints or 
adverse events with telemedicine services
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Survey Procedure

▪Verify have organized governing body/person

▪Review documentation and verify – stated 
categories of eligible candidates

▪Have policies been updated to reflect 
responsibilities

▪Will ask for evidence showing board/person 
involved in day-to-day operations

▪Will review records of staff appointees – board’s 
involvement in appointments

73



Survey Procedure – continued 

▪Confirm board use established policies with 
appointments – scope of expertise, Federal and 
State law

▪Verify written criteria for appointment

▪Verify minimum criteria used for appointment

▪Verify medical staff operates under bylaws
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Disclosure 964 & 966 (2020)

▪Standard: person principally responsible for 
operation of CAH and medical direction

▪Need policy or procedure - report changes of 
operating officials to state agency 

▪ i.e., – a new CEO or medical director  

▪Surveyor

▪ Look for policy on reporting changes

▪ Ensure hospital implements policy
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Staffing and Responsibilities
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Staffing        970 & 971

▪ Standard: CAH has professional staff that includes 

▪ One or more physicians

▪ May include PAs, NPs, or CNS

▪ Need an organizational chart – shows names of all 
providers

▪ Surveyor will review work schedules
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Staffing and Supervision

▪ Standard: All ancillary staff are supervised by 
professional staff (972)

▪ Will look at organizational chart

▪ Sufficient staff to provide services essential to 
operation of the hospital (974)

▪ Emergency services, nursing services, etc. 

▪ Surveyor review schedules and daily census 
records
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Provider Available 976

▪MD, DO, NP, PA, or CNS must be available to 
furnish services at all times

▪ Practitioner available and shows up when patient presents 
to the hospital

▪ Does not mean they have to be there 24 hours a day

▪Must provide diagnostic/therapeutic services/ 
supplies commonly furnished in a physician’s office
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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
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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/NP must participate in developing/reviewing 
written P&P (982)

▪ Want evidence physician participated 

▪ Ensure physicians review the policies periodically
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Physician Supervision         984 & 986

▪ Periodically review/ sign off all charts/orders of PA 
and NP 

▪ And as per state law

▪ Surveyor will look for documentation of supervision (984)

▪ Plus – periodic review and sign off sample 
outpatient records

▪ CMS recommends sample size of 25% all outpatient 
encounters managed by non-physician practitioners
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Supervision – cont’d          

▪No specified time frame for periodic review

▪ Time frame in the P&P

▪ Maximum interval between inpatient reviews

▪Consider volume and types of services provided in 
developing the P&P

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

▪ Does the CAH have EHRs that can be reviewed and signed 
off remotely?
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Medical Direction 988

▪ MD/DO must 

▪ Be present sufficient period of time

▪ To provide medical direction, supervision and consultation

▪ Available via direct radio/telephone communication

▪ Amount of time “present” – on-site – not specified
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Other Requirements 

▪Biweekly visit might be burdensome – especially 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
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Standard: PA, NP, CNS Responsibilities

▪ Participate in development, execution and review of 
policies (991)

▪ Be a member of the CAH staff 

▪ Surveyor: will interview mid level providers to determine 
participation and knowledge of policies

▪ Need to participate with MD/DO in review of the 
patient’s medical records (993)
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PA, NP, CNS – Duties

▪Perform functions not being performed by the 
physicians (995)

▪Refer patients if needed services cannot be 
provided at the CAH (997)

▪ Make sure medical records are maintained

▪Notify physician when patient is admitted by 
midlevel (998)

▪ Document patient is under the care of the MD/DO
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Transfer of Patients – Author’s Notes

▪Send a copy of the patient’s medical 
records 

▪ Unless can access electronically

▪EMTALA is a separate CoP

▪Have a transfer policy – consistent with 
EMTALA

▪Provide EMTALA training to staff, 
providers and on-call physicians
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Question

▪Our State law and hospital policy allows for non-
physician provider to admit patients.

▪ Yes

▪ No

▪ Do not know
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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 an advanced practice 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
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Patient Admission 998

▪Notify physician when Medicare/Medicaid patient 
admitted by midlevel

▪ Patient with medical/psychiatric issue

▪ Or – develops during inpatient stay

▪ Outside the scope of NP/PA/CNS scope of practice 

▪ Document patient is under the care of the MD/DO

▪ If P&P allow mid-level to admit/care for patients

▪ And per state law Scope of Practice

▪ Must have P&P to ensure patient safety
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Review of Care 999

▪Standard: Periodic review of clinical privileges and 
performance 

▪ Quality and appropriateness of care

▪ NP, CNS, PA – evaluated by MD/DO

▪MD/DO

▪ Hospital member of the network

▪ QIO

▪ Appropriate/quality entity in State rural healthcare plan

▪ Telemedicine – by hospital member of the network

▪Guidance pending
92



Provision of Services
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Provision of Services

▪Condition: establishes requirements related to:

▪Patient care policies

▪Required services

▪Services via agreement/arrangements
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Provision of Services

▪ Scope of services (1010)

▪ Emergency medical 
services (1012)

▪ Referral, medical records 
& evaluation of 
services(1014)

▪ Drugs and biologicals 
(1016)

▪ Food and nutrition (1020)

▪ Patient services(1024,1026)

▪ Laboratory(1028) 

▪ Radiology (1030)

▪ Emergency procedures 
(1032)

▪ Services via 
Agreements/Arrangements 
(1034, 1036, 1038, 1040, 
1042, 1044)

▪ Nursing (1046, 1048, 1049, 
1050)

▪ Rehab (1052)

▪ Visitation rights (1054, 1056, 
1058)
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Patient Care Policies 1006

▪ Standard: Services are provided in accordance 
with appropriate P&P

▪ Consistent with applicable state law

▪ Requires services per written policies

▪ Surveyor will:

▪ Review the policies on healthcare services that are 
provided in the CAH

▪ Observe staff delivering care to the patient 

▪ If identify practices inconsistent with State law will refer to 
State authorities

96



Development of Policies      1008

▪Developed with advice of professional staff

▪ One or more: MD and PA – NP - CNS

▪Reviewed every 2 years 

▪ Recommends changes if needed

▪Final decision on content made by governing body

▪ If recommendations rejected 

▪ Governing body must include rationale
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Scope of Services 1010

▪Standard: P&P must include

▪ Describes services provided directly or via contract 

▪Examples: 

▪ “Taking complete medical histories – providing complete 
H&P – laboratory testing – radiology testing –

▪ “Arrangements made with Hospital X to provide (the 
following services)….” 
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Emergency Medical Services        1012

▪Need P&P for emergency medical services

▪Surveyor will verify policies:

▪ How hospital provides 24/7 emergency care to patients

▪ Equipment, supplies, medications, and blood  available on 
site

▪ How CAH coordinate with local EMS

▪ Type of staff are available to provide care
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Guidelines for Medical Management     1014

▪ When medical consultation or referral is needed

▪ Maintaining medical records  

▪ Procedure for periodic review and evaluation of the 
services provided at the CAH

▪ General instructions/protocols to medically manage 
problems commonly seen
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PA, NP, CNS & Medical Management

▪As mid-levels play large role in patient care at CAH 
policies must address:

▪ Scope of medical acts/procedures may be done by PA, 
CNS, or NP

▪ When the physician is consulted

▪ When to refer patient to physician or outside the CAH
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Drugs and Biologicals 

CoPs



USP Standards

▪USP 797 – to be effective December 1, 2019 

▪ Delayed due to an appeal until March 2020 

– Chapter remanded to the compounding expert committee 
regarding the BUD

▪ Many of the USP standards were changing 

▪CMS removed all references to USP

▪ Now: follow all standards of care and evidenced based 
practices
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Drugs and Biologicals P&P  1016

▪Policies must include rules:

▪ For storage – handling – dispensing - administration

▪ Storage area administered per acceptable standards of 
practice

▪ Rules that current and accurate records kept for 
Scheduled drugs

– Receipt

– Disposition

▪ Outdated, mislabeled, or otherwise unusable drugs are 
not available for patient use 
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Policies & Procedures Requirements 

▪Consistent with standards or guidelines for 
pharmaceutical services and medication 
administration

▪ I.e., USP, ASHP, ISMP, Infusion Nurses Society, IHI, and 
National Coordinating Council

▪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



Responsibility for Pharmacy Services

▪P&Ps must identify the qualifications for and 
designation of pharmacy director 

▪Duties:

▪ Ensure adherence to State laws 

– Who can perform pharmacy services

– Supervision of the pharmacy staff

▪ Ensure adherence to acceptable standards used in 
developing P&P

– Note: Can cite as references in the P&Ps
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Storage and Environmental Conditions

▪Storage of drugs/biologicals including location of: 

▪ Storage areas 

▪ Medication carts

▪ Dispensing machines

▪Proper environmental conditions

▪ Follow manufacturer’s recommendations 

– I.e.: keep refrigerated – room temperature – out of light, 
etc.

108



Security 

▪Security

▪ P&P must be consistent with State and Federal law re: 
who authorized to access pharmacy or drug storage areas

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

▪ If kept in private office - patients and visitors not allowed in 
without supervision
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“Secure Area” 

▪ “Secure area” restricted to authorized personnel

▪ Given flexibility in non-controlled drugs 

– Not required to be locked when setting up for a procedure

▪ Lock when area not staffed – evenings, weekends

▪ Covers controlled and non-controlled substances
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Security & Monitoring of Carts 

▪Carts must be secure when not in use

▪ Medication carts 

▪ Anesthesia carts 

▪ Epidural carts

▪ Non-automated medication carts with medications

▪Must have P&P

▪ Whether locked or unlocked

▪ If unlocked- staff must be close by and directly monitoring 
the cart as when passing medications
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Medications in the OR  ASA Statement
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www.asahq.org/For-Members/Standards-
Guidelines-and-Statements.aspx



Handling Drugs & Biologicals

▪ “Handling” includes mixing or reconstituting 

▪ Done per manufacturer’s recommendations

▪ Includes compounding or admixing of sterile IVs or other 
drugs 

▪Only pharmacy can reconstitute, mix, or compound a 
drug except:

▪ In an emergency

▪ If not feasible – i.e., product’s stability is short
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Compounding

▪Compounded drugs used or dispensed 

▪ Must be prepared in a manner consistent with acceptable 
principles 

▪ For sterile and non-sterile compounding

▪ Prevent microbial contamination and bacterial toxins for 
compounds intended to be sterile
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Pharmacy Responsibilities – Compounding

▪Must demonstrate:

▪ How it assures all sterile and non-sterile compounded 
drugs are prepared are pursuant to SOC

▪ All compounded forms must be sterile 

– Wound irrigations – eye drops and ointments – injections –
infusions – nasal inhalation – etc.
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Drug Quality & Security Act

▪Has sections related to compounding

▪ “Outsourcing facility” 

▪ Elected to register and comply with entire section 503B of 
the FDCA 

▪ Plus – 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*

*See appendix for resources
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Compounding Pharmacy 

▪ If use compounding pharmacy vs manufacturer/ 
registered outsourcing facility – must

▪ Demonstrate medicine received was prepared in 
accordance with acceptable principles

▪ Contract with the vendor  - ensure have access to their 
quality data verifying their compliance with USP standards

▪ Document when you obtain and review this data
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ISMP & ASHP: Sterile Compounding

▪ ISMP Guidelines published in 2013*

▪ Safe preparation of CSP or compounded sterile 
preparations (Revised in 2016)

▪ Goal: provide procedures and safe practices for reducing 
errors in CSP preparation

▪ Addressed drug storage, compounding, labeling, and staff 
management

▪ASHP issued guidelines* on contracting for sterile 
compounding services

▪ Suggested contract language

*  See appendix for resources
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Dispensing Drugs and Biologicals

▪Comply with state laws re: qualifications of staff

▪Dispensed timely

▪Sufficient staff – accurate/timely medication delivery

▪System to ensure order 

▪ Get to the pharmacy promptly

▪ Available when needed

▪Concerns or questions should be clarified with the 
prescriber before dispensing
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Question

▪Our facility utilizes a unit dose system with strict 
access limitations.

▪ Yes

▪ No

▪ Prefer not to answer
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Dispensing 

▪Can use unit dose or floor stock system

▪ Automated dispensing cabinets are secure option

▪P&P re: who can access medications after hours 
(night cabinet standard)

▪P&Ps: (“Blue Box”)

▪ “Do not use” abbreviations

▪ High alert list

▪ Quantities dispensed to minimize diversion, 

▪ Limit overrides
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http://www.ismp.org/tools/errorproneabbreviations.pdf
(http:/www.jointcommission.org/assets/1/18/Do_Not_Use_List.pdf
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http://www.ismp.org/Newsletters/acutecare/showarticle.aspx?id=51


Do Not Use Abbreviations ISMP
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TJC’s Do Not Use Abbreviation List
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Scheduled Medications       

▪Keep records – receipt, disposition and use

▪ Five schedules of controlled substances – I to V

▪ Locked storage when not in use

▪ Reconcile any discrepancies in the counts

▪Ensure outdated, mislabeled, unusable medication 
not used

▪Must have pharmacy labeling, inspection, and 
inventory management

▪Do not use past beyond use date

▪ P&P to determine BUD date if not marked
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Labeling 

▪Each individual drug must be labeled 

▪ Name

▪ Strength of drug 

▪ Lot and control number

▪ Expiration date

▪Open multidose vial

▪ Expiration date of 28 days on the label 

▪ Unless otherwise specified by manufacturer
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Reporting Errors

▪Must have a system to report ADEs and errors

▪ Educate staff

▪Pharmacy to assess

▪ If problems in pharmacy caused or contribute to these

▪Hospital must take action to address identified 
issues
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Surveyor Questions & Actions             

▪Nursing 

▪ Medications dispensed in a timely manner

▪ If late – surveyor will investigate

▪Pharmacy 

▪ Professional principles pharmacy using

▪ Will ensure drugs are secure

▪ Will verify only pharmacist/authorized person 
compound, label and dispense 

– Some states prohibit pharmacy tech from completing
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Surveyor Duties         

▪Ensure facility has a process to follow up on ADE 
and medication errors

▪Will determine if CAH obtains compounded drugs 
from external source not FDA registered 

▪ Does the facility evaluate and monitor adherence to safe 
principles

▪ 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 
events (ADEs) and medication errors

▪Staff must report events/errors

▪ Attend to patient and report to QAPI

▪ Need P&P and ensure staff aware

▪Need definition of each

▪ CMS mentions National Coordinating Council Medication 
Error Reporting and Prevention
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Medication Administration Error

▪Preventable event

▪May cause/lead to inappropriate medication use or 
patient harm

▪While in control of HCP, patient or consumer

▪Related to 

▪ Professional practice 

▪ Healthcare products 

▪ Procedures

▪ Systems including
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Adverse Drug Reaction

▪Unexpected, unintended, undesired or excessive 
response to a drug

▪ D/C drug

▪ Changing therapy

▪ Modifying dose

▪ Prolongs stay

▪ Necessitates supporting treatment

▪ Significantly complicates diagnosis

▪ Negatively affects prognosis

▪ Results in temporary/permanent harm, disability, death
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Patient Care

▪ADR/errors that reach the patient must be reported 
to the practitioner

▪ Report made immediately if causes harm

▪ If harm is not known – must report immediately

▪ If no harm – can notify practitioner in the morning

▪Document:

▪ Error

▪ Notification of practitioner
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Quality Assurance/Improvement Reporting  

▪Reduction of errors/ADR may be facilitated by 
effective reporting

▪ Assess vulnerabilities in process

▪ Implement corrective actions

▪Must educate staff on errors/ADRs to facilitate 
reporting & how to report

▪ Near misses

▪ I.e.,- incident report sent to pharmacy, nursing, risk 
management, and then into the QAPI program

▪ Can do RCA, FMEA, or QAPI review
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Other Actions 

▪Encourage non-punitive approach – focus on 
system issues

▪ Do not rely on incident reports only

▪Take other steps to identify errors and ADRs

▪ Trigger drug analysis, 

▪ Observe medication passes,

▪ Medication usage evaluations for high alert drugs etc.

▪Encourages reporting to the FDA MedWatch 
Program and ISMP MER system*

*See appendix
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Non-Punitive Environment

▪ Studies: punitive environment results in errors not 
being reported

▪ Most of serious errors made by long term employees or 
physicians with unblemished records

▪ System led to the error

▪ Need to change the environment or culture

▪ Important to have a non-punitive environment

▪ Balance with Just Culture
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List of High Alert Medications
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Survey Procedure  1018

▪Ensure nursing staff know what to do if there is a 
medication error or ADR

▪Ask nursing to provide an example of what they 
would do if error or ADR

▪Review records of errors/ADR – immediately 
reported & documented

▪Ensure hospital has system for reporting to QAPI

▪Make sure staff trained in reporting expectations 
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Dietary Standards  



Dietary 1020 (2020)

▪Standard: Nutritional needs of inpatients met per 
recognized dietary practices

▪All diets ordered by practitioner responsible for care 
or:

▪ Qualified dietitian (new) OR

▪ Qualified nutrition professional (new)

▪ Authorized by medical staff and per state law (new)

▪ The survey procedure and interpretive guidelines 
are pending
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Previous Interpretive Guidelines

▪ Provided in the appendix as reference only

▪ Final interpretive guidelines pending

▪ 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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Policies Reviewed             1022 (2020)

▪Policies are reviewed at least biennially

▪ By a group of professional personal – NP, PA, CNS, 
MD/DO

▪ Interpretive guidelines and survey procedure 
pending
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IOM DRI or Dietary Reference Intake 
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Summation Event

CAH utilizes contracted services, including 
Pharmacy, Anesthesia and Maintenance.  Emma is  
85 years-old, in good health.  She has been admitted 
for surgical repair/pinning of a fractured left hip due a 
fall at home.  Pre-op admitting orders call for bedrest, 
up with assist only.  

Postop plan is transfer Emma to Swing Bed status 
and then to LTC rehab.  Medication orders included 
her home meds and MS for pain.  Emma weighs 
44.45kg (98 lbs.). Emma is alert and oriented when 
admitted.  
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Summation Event – (cont.)

Prior to surgery the CRNA notices the anesthesia cart 
to be unlocked – unusual for the OR and some of the 
vials appear to have been opened.  Does not notify 
anyone.

During surgery, Emma’s vitals spike more than 
expected but surgery proceeds without further 
incidence.  It was subsequently discovered the 
anesthesia cart had not been secured. The previous 
surgery occurred 2 days prior.

Q – If, during a survey, what would the hospital be 
cited for, if anything? (Options on next slide)
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Possible Citations

▪None

▪Pharmacy Controls – security of medications, carts 
and reporting events

▪Pharmacy, using open medications without 
confirming BUD/expiration and Reporting 
ADR/errors

▪Pharmacy, use of unlabeled and undated 
medications, not reporting medication events, not 
notifying surgeon of concerns 
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Speaker
▪ Lena Browning 

▪ MHA, BSN, RNC-NIC, CSHA

▪ Consultant, Nash Healthcare 
Consulting

▪ 270-499-0843

▪ LBrowning@Nashhc.com  

▪ Email questions to CMS:                                               
Critical Access Hospitals: qsog_CAH@cms.hhs.gov.             
Acute hospitals: qsog_hospital@cms.hhs.gov.  
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