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Speaker

• Laura A. Dixon Esq.

• BS, JD, RN, CPHRM

• President, Healthcare Risk 
Education and Consulting, 
LLC

• ldesq@comcast.net 

• Email questions to CMS at: 
qsog_cah@cms.hhs.gov. 
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DISCLAIMER

The information provided during this program/webinar is 
informational only.  It is not intended to be legal advice 

or to establish an attorney-client relationship. Please 
consult with your in-house counsel or professional legal 

representative for advice. 
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Objectives

• Recall: the infection preventionist must be appointed 
by the Board

• Describe: responsibilities of the Board toward 
infection prevention and ASP program

• Explain: three time-frames in which to administer 
medications

• Discuss: CMS requirement that a plan of care be 
developed and completed
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Infection Prevention and 
Control (IPC) and Antibiotic 

Stewardship Programs
Tag Nos. 1200 – 1250 
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Introduction

• Major updates in 2019: Burden Reduction Rule

• Starts on page 495

• Updates published in 2026 manual and regulation of 
August 2025

• Interpretive Guidelines and Survey Procedures pending

• June 2022 – published Interpretive Guidelines and 
Survey Procedures for Acute in Appendix A only

• Consider using Appendix A – regulations very similar
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4 Revised Requirements

• 1. Infection prevention and control program 
organization and policies

• 2. Antibiotic stewardship program organization and 
policies

• 3. Leadership responsibilities

• 4. Unified and integrated infection prevention and 
control and antibiotic stewardship programs – multi-
hospital systems

• Added for CAHs August 2025

7



Facility Wide Programs  1200

• Condition: Must have an active facility-wide program 
for surveillance, prevention, and control of HAI and 
other infectious diseases

• Must follow nationally recognized infection prevention and 
control (IPC) guidelines

• Include best practices to reduce transmission of HAI and 
antibiotic resistance

• Infection prevention and control problems and 
antibiotic use issues identified must be addressed in 
the QAPI program

• Guidelines & Survey procedures pending
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Infection Control Organizations

• Examples: CDC, APIC, SHEA, AORN and OSHA

• CDC: Center for Disease Control

• AORN: Association for periOperative Registered 
Nurses

• APIC: Association for Professionals in Infection 
Control and Epidemiology

• SHEA: Society for Healthcare Epidemiology of 
America

• IDSA: Infectious Disease Society of American
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Infection Preventionist  C1204
• Standard: Infection prevention and control program 

organization and policies

• Hospital must demonstrate that the 
(individual/individuals) responsible for the prevention 
and control program is/are

• Qualified through education, training, experience, or 
certification

• Board must appoint after approval of Medical Staff 
leadership and nursing leadership

• Interpretive guidelines are pending

• APIC has a competency model
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APIC Self Assessment 
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Prevent & Control Transmission   C1206

• Program, as documented, must: 

• Prevent and control the transmission of infections

• Includes preventing infections within the hospital and 
between the hospital and other institutions and settings

• Guidelines and Survey procedures are pending
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Program Essentials      C1208

• Prevention and control includes surveillance, 
prevention, and control of HAIs

• Includes maintaining a clean and sanitary 
environment to avoid sources and transmission of 
infection

• No blood on the walls or floor

• Proper hand hygiene

• Plus – program must address any issues identified by 
public health authorities
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Scope and Complexity  C1210

• IC program reflects the scope and complexity of the 
hospital service provided 

• Program must look at all departments/services

• I.e., - transplant service, labor and delivery, chemo unit
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ASP Organization & Policies  C1212

• Standard: Antibiotic stewardship program 
organization and policies

• Governing body appoints the individual/individuals as 
leader(s) of the antibiotic stewardship program

• Based on recommendations of medical staff and pharmacy 
leadership

• Must be qualified 

• Education – training – experience in infectious diseases

• Organization and policies must ensure such

• Guidelines and survey procedures pending
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Facility Wide Program  C1218

• Antibiotic Stewardship Program (ASP) must

• Be facility wide 

• Show coordination among all components responsible for 
the ASP

• Includes the IC program, QAPI program, nursing and medical 
services, and pharmacy services

• Guidelines and survey procedures pending
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Documentation  C1219 & 1220

• Document

• Use of evidence-based antibiotics in all departments and 
services (C1219)

• Improvements in proper antibiotic use 

• I.e., - reductions in CDI (C-diff) and antibiotic resistance in all 
departments (C1220)
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Control, Prevention, ASP and Leadership

• Must use best practices and nationally recognized 
guidelines in the ASP (C1221)

• Program reflects the scope and complexity of the 
hospital services provided (C1223)

• Standard: Leadership responsibilities

• The board must make sure systems are in place:

• Track all infection surveillance, prevention, and control 

• Antibiotic use activities

• To show success and that activities are sustainable (C1225)
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Board & Preventionist’s Duties

• Board – ensure all HAI and infectious diseases 
identified by the IP are identified in the ASP and with 
QAPI leadership (C1229)

• IP responsible to 

• Develop and implement hospital wide policies (C1231)

• Surveillance, prevention, and control policies

• Make sure follow national guidelines

• Document the infection control program 

• Including its surveillance, prevention, and control activities 
(1235)
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Preventionist’s Responsibilities

• Communicate and collaborate with the QAPI program 
on IC issues (C1237)

• Provide competency-based training to the

• All staff and those providing contracted services (C1239)

• On practical application of the IC guidelines and P&Ps

• For the prevention and control of HAIs (C1240)

• Includes auditing the IC policies

• Communicate and collaborate with ASP (C1242)
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Question
Creek CAH has experienced a spike in surgical site 
infections over the past 6 months. The Infection 
Preventionist conducted an audit of the surgery and 
PACU units only. No other unit or service was reviewed 
or included in the audit.  

State arrived for a Complaint-based survey. Will Creek 
be cited under Infection Prevention and Control?

• Yes – did not include all areas in the care cycle: Med-Surg, 
central supply – tray processing

• No – as SSI were probably limited to what happened in or 
after surgery

• Not sure – hard to pinpoint where a lapse might have 
occurred 21



ASP Leader Responsibilities

• Develop & implement the hospital wide ASP (C1244)

• Based on nationally recognized guidelines

• Monitor and improve the use of antibiotics

• Document all activities (C1246)

• Communicate and collaborate on antibiotic use with 
(C1248)

• Medical staff   >Nursing leadership 

• Pharmacy leadership >Infection Prevention & Control

• QAPI program 
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ASP Leader Responsibilities – cont’d

• Ensure competency-based training and education to 

• Hospital personnel 

• Staff/medical staff  

• Contract employees 

• On ASP guidelines and P&Ps (C1250)

23



CDC Core Elements of an ASP

• CDC updated core elements has examples of 
leadership commitment to the ASP

• Highlights the priority interventions and process 
measures

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

• Assessment tool available (see next slide)
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Core Elements Small and CAHs 

• CDC, AHA, Office of Rural Health and Pew Charitable 
Trusts have practical strategies to implement ASP

• Implementation strategies include:

• Leadership commitment and accountability

• Pharmacist leader with drug expertise

• Evidenced based actions

• Tracking – such as days of therapy 

• Use the CDC Net

• Reporting and education 
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Core Elements Small and CAH
• https://www.cdc.gov/antibiotic-use/healthcare/pdfs/core-

elements-small-critical.pdf
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Respiratory Illness Reporting New*
• CAH must electronically report information on acute 

respiratory illnesses

• Including influenzas, SARS-CoV-2/COVID-19, and RSV

• Report must be in standardized format and frequency 
specified by Secretary

• Memo’s rationale: help ensure hospitals have 
appropriate insight related to evolving infection 
control needs

• *Memo: https://www.cms.gov/files/document/qso-
25-05-hospitals-cahs.pdf 
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Reporting – cont’d 

• Report must include: 

• Confirmed infections for limited set of illnesses among 
newly admitted and hospitalized patients

• COVID-19

• Influenza

• RSV

• Total bed census and capacity

• Including critical care units and age groups

• Limited patient demographic information

• Including age
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Public Health Emergency Reporting

• In the event Secretary declares a national, State or 
local PHI for acute respiratory illnesses

• Must also electronically report the following in 
standardized format and frequency specified by 
Secretary

• Supply inventory shortages

• Staffing shortages

• Relevant medical countermeasures and therapeutic 
inventories, usage or both

• Facility structure and operating status

• Including CAH/ED diversion status
30



Information and Frequency

• From the 2024 memo – not in the August regulation

• ALL hospitals and CAHs 

• Exceptions: Psychiatric and Rehab hospitals and distinct part 
units for each

• Submit annually in January

• Must submit daily data values on a weekly basis to 
NHSN

• Submitted by Tuesday 11:59 pm PT

• Include daily data for each day of the previous week

• Sunday through Saturday
31



Second Available Process

• Due to comments provided second process for 
reporting under certain conditions

• New admissions with confirmed respiratory illnesses

• COVID-19, influenza, RSV by age group

• Report data as weekly totals instead of providing 
daily data values (emphasis added)

• PLUS – staffed bed capacity and occupancy, 
prevalence of hospitalizations and ICU patient by 
respiratory illness – one-day-a-week snapshot 
(emphasis added)
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Benefits and Options

• The one-day-a-week snapshots and weekly total new 
admits provides a new pathway for weekly reporting

• Strikes a balance between value and burden

• Changes can be made over time based on patient and 
population health needs and technology advances

• For 2025 information collection will include:
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Unified & Integrated System - NEW
• If part of a multi-facility system of separately certified 

hospitals using governing body legally responsible for 
2 or more hospitals can elect to have one

• Comply with State and local laws

• Must show

• Integrated programs consider each hospitals unique 
circumstances, patients, services

• Establish and implement policies procedures to ensure 
needs/concerns of each hospital considered

• Issues to particular facility considered and addressed

• Qualified person(s) with expertise in both 
communicate and provide training on the program
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NHSN Reporting

• From 2019 Hospital Improvement Rule

• Must optimize antibiotic use via stewardship

• Program must demonstrate adherence to nationally 
recognized infection control guidelines and best practices 
for improving antibiotic use

• Follow CDC National Healthcare Safety Network

• Reporting, tracking requirements

• https://www.cdc.gov/nhsn/cms/cms-faq-aur.html 

• Beginning 2024 – Acute hospitals must attest to reporting 
Antibiotic Use and Resistance (AUR) to receive credit

• CAH – must confirm eligibility to participate

35

https://www.cdc.gov/nhsn/cms/cms-faq-aur.html
https://www.cdc.gov/nhsn/cms/cms-faq-aur.html
https://www.cdc.gov/nhsn/cms/cms-faq-aur.html
https://www.cdc.gov/nhsn/cms/cms-faq-aur.html
https://www.cdc.gov/nhsn/cms/cms-faq-aur.html
https://www.cdc.gov/nhsn/cms/cms-faq-aur.html


36



CDC Vaccine Storage and 
Handling

Safe Injection Practices
37



CDC Toolkit

• Updated 2022 and an addendum in January 2024

• Discusses cold-chain storage

• Follow manufactures’ recommendations 

• Do not store vaccines in dorm like refrigerators

• Temperature to range between 36 and 46 degrees 

• State may also have specific requirements 

• Use a medical (biological) refrigerator – monitors 
temperature and set at mid range (40 degrees)

• E-mail specific questions to CDC: NIPInfo@cdc.gov
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CDC Vaccine Storage & Handling 
Toolkit
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Toolkit - Training

• Ensure staff familiar with storage and handling P&Ps 
and document training

• Train in orientation and annually

• When new vaccines added to inventory

• CDC has online training programs

• Keep standard operating procedures (SOP) for 
storage and handling near storage units

• Storage/handling plan can help staff ensure vaccines 
properly managed
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CDC Infection Control in HC Personnel

• From 2019

• 8 elements of occupational health services

• Provide sufficient resources on immunization program

• Promote an organizational culture

• Make sure all staff know the occupational IC P&Ps

• Monitor performance measures for occupational IC

• Have job descriptions with infection risks 
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Infection Control in HC Personnel
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Clinical Records 
Tags 1102 – 1128 
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Requirements   C1102
• Condition: Clinical Records C1100

• Standard: CAH maintains clinical records system 
• In accordance with P&Ps

• A system of patient records
•  Ways to identify the author 

•  Protect security of MR

• Ensure MR are secure – not:
•  Lost – stolen – altered – reproduced in unauthorized manner

• Limit access to only those authorized persons
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Requirements – cont’d

• Must have:
• Current list of authenticated signatures (signature cards)

• Computer codes  

• Signature stamps

• Be adequately protected and authorized by governing 
body

• Cross reference inpatients and outpatients

• If transfer to swing bed – can use one MR but need 
divider
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 Content of Medical Record       

 
• Content includes (as applicable):

• Admission 

• Discharge orders 

• Progress notes 

• Nursing notes 

• Graphics – EKGs, fetal monitoring strips

• Laboratory support documents 

• Other pertinent documents

• Discharge summaries 
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Retention and Survey Procedure             

• Must be properly filed and retained

• Must have system to be able to retrieve any MR within 
past 6 years (C1126)

• 24/7

• Surveyor will 
• Verify there is a MR for every patient

• Look to be stored in place protected from damage, flood, fire, 
theft, etc.

• Verify confidentiality of medical records is protected

• Verify department adequately staffed
47



Medical Records        C1104 & 1106

• Must be legible, complete, accurate, readily accessible 
and systematically organized (C1104)

• “Accurate and complete” = documentation of all:
• Orders - test results – evaluations – treatments – interventions 

– care provided 

• Patient’s response to those treatments, interventions and care 

• Must have director of MR that has been appointed by 
governing board (C1106)

• Must have one unified MR service

• Includes inpatient and outpatient records
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What a Record Must Contain      C1110

• Identification and social data 

• Evidence of properly executed informed consent 
forms

• Pertinent medical history 

• Assessment of the health status and health care 
needs of the patient

• Brief summary: episode, disposition, and instructions 
to the patient 
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 Informed Consent         

• Include evidence of properly executed informed 
consent forms 
• For any procedures or surgical procedures

• Specified by the medical staff 

• Any Federal or State laws that require written patient 
consent

• Give to patient or representative:
• Information, explanations, consequences, and options 

• Needed to consent to a procedure or treatment
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Example List of Procedures
Procedure Name             Requires  Consent 

• Ablations                   Yes

• Amniocentesis       Yes

• Angiogram            Yes

• Angiography          Yes

• Angioplasties       Yes

• Arthrogram       Yes

• Arterial Line insertion (performed alone)    Yes

• Aspiration Cyst (simple/minor)    No
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Properly Executed Informed Consent
 

• Name of patient/ legal 
guardian 

• Name of CAH 
• Name of procedure(s) 
• Name of practitioner(s) 

performing the 
procedures(s) 

• Signature of patient or 
legal guardian 

• Statement procedure was 
explained to 
patient/guardian 

• Signature of professional 
person witnessing the 
consent 

• Name/signature of person 
who explained the 
procedure to the 
patient/guardian 

• Date & time consent 
obtained
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Additional Necessary Information

• Information to: 
• Justify admission

• Support the diagnosis

• Describe the patient’s progress

• Describe the patient’s response                                                                 
to medications

• Describe the patient’s response to services such as 
interventions, care, treatments 
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Medical Records - Overall

• Must maintain confidentiality of records

• Take precautions to ensure confidentiality and prevent 
unauthorized persons from gaining access*
• Remember OCR and security 

• Retention period is 6 years 
•May be longer per state regulation

•AHIMA has practice briefs that can be helpful to hospitals at www.ahima.org

•See Appendix
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  Discharge Summary          

 
• Discharge summary discusses:

• Outcome of the hospital stay

• Disposition of the patient 

• Follow-up care 

• Any post appointments such as home health, hospice, assisted 
living, LTC, swing bed services

• Required for all hospitals stays and prior to and after 
swing bed admission

• Can delegate to NP or PA if state allows

• See discharge planning standards
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Survey Procedures

• Will verify Medical Staff have specified which 
procedures or treatments need informed consent

• Will verify consent forms contain all the elements

• Will review closed and open medical records

• At least 10% of average daily census

• Will review to ensure records are complete and 
accurate

• Will ensure consent policies include CMS 
requirements, state laws and AO standards
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History and Physicals       C1114
• All or part of H&P may be delegated to other 

practitioners – NP/PA

• Per state law

• CAH P&P

• MD/DO assume full responsibility and sign 

• Surveyor will look at bylaws to determine when H&P 
must be done

• Ensure H&P on chart before patient goes to surgery 
unless an emergency

• Important issue with CMS and TJC and AO
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Responses from CMS

• Question: Does a patient need an H&P done when 
placed in a swing bed when one was done when they 
were in an acute care bed?
• Yes, a new history and physical will need to be complete for 

the swing bed admission since the swing bed admission is a 
new patient encounter and not part of the acute inpatient 
stay

• If from another facility, you must have a H&P completed if 
admitted directly to a swing bed

• Question: Is an H&P required for an observation 
patient?
• Yes
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Response to Treatment  C1116

• Must describe the patient’s response to treatment:
• All orders

• Reports of treatment and medications

• Nursing notes

• Complications

• Other information used to monitor the patients such as  
progress notes, lab tests, graphics

• All medical records must be promptly filed and 
completed
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Medical Records Must Contain           
    

• All orders – promptly authenticated

• All nursing notes

• All reports of treatment – including complications, 
HAI

• All medication records – including unfavorable 
reactions

• All laboratory, radiology reports

• All vital signs

• All other information to monitor patient’s condition
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Entries in the MR             C1118

• All entries must be dated, timed, and authenticated – 
signed off
• By MD, DO or other health care professional

• MS policies specify who may make entries into MR

• Policies must identify method to identify author
• Written signature – Initials – Computer key – Other code

• If rubber stamps used – person must sign they will be 
the only one who uses it 
• NO delegation to someone else

• Best to NOT use rubber stamps
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Computer Codes and Signatures

• List of computer codes, written signatures must be 
readily available and secured

• Must have sanctions for improper use of stamp, 
computer key or code signature

• Must have policies/procedures in place and 
implemented before EHR deemed acceptable
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Authentication of Entries

• All entries must be authenticated

• Method to establish identify of author each entry

• Author must take specific action to very entry

• Timing of entry noted and correct

• Auto-authentication – authenticates before transcription – 
not consistent with requirements
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Confidentiality of MR          C1120
• Standard: Protection of record information

• Must maintain confidentiality of information

• Must safeguard against 

• Loss

• Destruction 

• Unauthorized use or dissemination

• Access limited to authorized people 

• Release only with written authorization  of patient or 
authorized representative

• Paper, video, computer-stored information
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Release of Records C1122 & 1124

• Need written P&P that govern 
• Use and removal of records

• Conditions for release of information

• Remember:
• HIPAA law on confidentiality and privacy

• ARRA, HITECH 

• Breach notification law

• Written consent of patient required to release not 
required by law (C1124)

65



Retention of MR             C1126

• Standard: CAH retains records for at least 6 years 
from date of last entry

• May be longer by State or federal law (OSHA, FDA, EPA)

• Or if the records needed in any pending proceeding

• Forms

• Hard copy

• Microfilm  

• Computer memory banks

• AHIMA has practice brief on retention periods* 

• Ties in with the destruction policies
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Federal & State Retention Periods
• https://library.ahima.org/PB/RetentionDestruction#.YTuD5J1Kjro.
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Electronic Notifications  C1128

• Standard: electronic notifications

• If use an EHR conformant with exchange standards – 
must demonstrate

• 1. Notification capacity if fully operational and used 
per all state and Federal statues and regulations on 
exchange of information

• 2. System sends notifications that includes at least

• Patient name

• Treating practitioner name

• Sending institution name
68



Electronic Notifications  C1128
• 3. To extent permissible – laws and regulations – and 

not inconsistent with patient’s expressed privacy 
preference

• Send notification directly or via intermediary either 
immediately prior to or at time of 

• Discharge or transfer from CAH’s ED

• Discharge or transfer from CAH’s inpatient service

• 4. to extent permissible…system send notification 
directly or via intermediary prior to or at time of 

• Discharge or transfer from CAH’s ED

• Discharge or transfer from CAH’s inpatient services
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Notifications - continued

• 5. CAH has made a reasonable effort to ensure system 
sends notice to applicable post-acute care service, 
providers and suppliers plus

• Patient’s established PCP

• Patient’s established primary care practice group or entity

• Other practitioner or group/entity identified by the patient 
as primarily responsible for care
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Information Blocking and 
Security Risk Assessment

CMS – HIPAA – OCR 

71



Question

Hospital D recently updated its EMR and now patients 
can access their medical records whenever they wish. 
The process requires the patient to have a computer or 
access to one. JD is an elderly patient with no computer 
or internet access. He has asked for to review his records 
and arranged for a time at the hospital to do so. The HIM 
administrator refused his request. Will Hospital D be 
cited?

• Yes

• No – no other patient has made such a request and so no 
accommodation

• Not sure
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General Right - HIPAA

• Covered entities must provide access to PHI

• Upon request

• May require patient to request access in writing

• Provided the entity informs the patient of the requirement

• Unreasonable measures – cause delay/barriers:

• Physically come in and request with proof of identity

• Use a web portal to request – not everyone has

• Mail access request – delays receipt of request
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Timeliness & Entirety 

• Patients have a right to get their records timely

• HIPAA says 30 days unless stored off site then 60 days

• Caveat: State law can be more stringent

• Have a right to get their entire medical record

• Patients can request a specific portion of the records

• Medical record must include the discharge planning 
documents
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Information Blocking

• Definition – a practice likely to interfere with access, 
exchange, or use of electronic health information

• unless required by law or meets an exception:

• Provider knows

• Such practice is unreasonable

• Likely to interfere with, prevent or materially discourage 

• Access, exchange or use of electronic health information 

• Impacts participation in Interoperability Program

• Not part of the manual - yet
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Excluded – Rule Not Apply

• 1. Psychotherapy notes separated from rest of 
individual’s medical record

• Recorded by HCP who is mental health professional

• Documenting or analyzing content(s) of conversation during 
private counseling session, group, joint or family session

• 2. Information complied in reasonable anticipation of 
or use in:

• Civil, criminal or administrative action proceeding
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4 Exceptions – Not “Blocking”

• Can “block” patient access to electronic information

• Must meet all applicable requirements and conditions at all 
relevant times

• Preventing harm

• Privacy exception

• Security exception

• Infeasibility exception
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1. Preventing Harm

• Must meet BOTH:  

• A reasonable belief practice will substantially 

• Reduce a risk of harm 

• To a patient 

• That would otherwise arise from the access, exchange or use 
of the information

• Practice must be no broader than necessary 

• Substantially reduce the risk of harm the practice 
implemented to reduce

78



Type of Risk of Harm

• Risk of harm must be determined on individual basis 

• Exercise of professional judgement by licensed health care 
professional

• Current/prior clinician-patient relationship

• Harm arises from data known or reasonably suspected 

• Mis-identified or mis-matched

• Corrupt due to technical failure 

• Erroneous for another reason
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Right to Request Review of Harm 

• Where the risk of harm exists 

• HCP must implement the practice in a manner consistent 
with any rights the patient has per Federal, State or trial law 

• To have determination reviewed and potentially reversed

• All must be met
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Organizational Policy or Fact Specific
• Practice must be consistent with a written 

organizational policy 

• Based on relevant clinical, technical and other appropriate 
expertise

• Implemented in a consistent, non-discriminatory manner

• Determination must be based on facts and 
circumstances 

• Known/reasonably believed at the time determination made

• Based on expertise relevant to implement the practice 
consistent with all conditions
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2. Privacy Exception

• Practice implemented in a consistent and non-
discriminatory manner

• Conforms to written policies and procedures

• Specify criteria used to determine restriction to access

• Must have training on P&P

• Must have documentation of criteria used to determine
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Privacy Exception - continued

• If provider receives authorization/consent that does 
not satisfy all elements for restricted access:

• Give person a consent/authorization that does satisfy all 
requirement

• Cannot improperly encourage/induce individual to withhold 
consent/authorization

• Must have uniform privacy policies and procedures to 
address restrictive preconditions

83



Requests – Not to Share

• If provider receives request not to share information 
may agree if:

• Individual does not try to improperly encourage or induce 
the provider

• “I will pay you $$$ if you don’t share my records with the other 
attorney”

• Provider documents request w/n reasonable timeframe

• Exception – if share information required by law
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Termination Request Not To Share

• Provider may terminate the request for restriction to 
access only if:

• Person agrees or requests termination in writing

• Person orally agrees to termination and agreement 
documented by provider

• Provider informs person it is terminating agreement to not 
provide access
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3. Security Exception

• Practice  - to protect security

• Directly related to safeguarding confidentiality, integrity and 
availability of EHI

• Tailored to specific security risk being addressed

• Is implemented in a consistent, non-discriminatory manner

• Organizational security policy has been implemented
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Security – Organizational Policy

• Policy must be 

• In writing

• Prepared on basis of and directly responsive to security risks 
identified and assessed on or behalf of the provider

• Align with one or more applicable consensus-based 
standards or best practice guidance

• Provides objective timeframes and other parameters for 
identifying, responding to and addressing security incidents
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Security – No Policy

• If no organizational security policy provider must: 

• Make determination in each case based on particularized 
facts and circumstances

• Practice necessary to mitigate security risk to information

• Are no reasonable and appropriate alternatives to the 
practice
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4. Infeasibility Exception

• When cannot provide access due to infeasibility

• Required conditions:

• Uncontrollable events – disasters, PHE, terrorists attack

• Segmentation – cannot unambiguously segment the 
requested EHI from remaining EHI

• Cannot be made available due to individual’s preference or by 
law

• Infeasible under the circumstances (next slide)
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Infeasible Under Circumstances

• Access for type and purposes for which needed

• Cost to comply in manner requested

• Financial/technical resources available to the actor

• In determining circumstances – does not consider 
whether manner requested would have

• Facilitated competition with the provider

• Prevented provider from charging fee/reduced fee
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Responding to Requests

• If provider does not fulfill a request for access, 
exchange or use of EHI for any reason must:

• Provide written reason(s) why request infeasible

• Within 10 business days of receipt of request
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#54 – Failure to Provide Access
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Security Rule – Risk Assessment

• Requires entities to evaluate risks and vulnerabilities 
in their environments

• Implement reasonable and appropriate security measures to 

• Protect against reasonably anticipated threats or hazards to 
security or integrity

• Organizations must 

• Implement policies and procedures to prevent, detect, 
contain and correct security violations

• Conduct accurate and thorough assessment of potential risk 
and vulnerabilities
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Origins of Risk

• Unauthorized (malicious or accidental) disclosure, 
modification or destruction of information

• Unintentional errors and omissions

• IT disruptions due to natural or man-made disasters

• Failure to exercise due care and diligence in 
implementation and operation of the IT system
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OCR Risk Analysis* – Briefly
• Determine scope of the analysis – all forms of 

electronic media

• Gather relevant data

• Identify and document potential threats and 
vulnerabilities

• Assess current security measures

• Determine likelihood of threat occurrence

• Determine potential impact of threat occurrence

• Determine level of risk

• Document the analysis
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Resource and Caveat

• OCR recognized not single method/best practice for 
conducting an SRA to guarantee compliance

• OCR and Office of National Coordinator for Health 
Information Technology (ONC) has a tool

• New caveat: tool does not capture technical vulnerabilities

• Use as one method for gap analysis

• https://www.healthit.gov/topic/privacy-security-and-
hipaa/security-risk-assessment-tool 
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Risk Analysis Tool Limitations
• Is really a gap analysis that maps a CE’s current 

practices and assesses if met

• Uses the Security Risk Analysis tool with no ePHI asset 
inventory or technical details

• Is based on another cybersecurity framework that does 
not explicitly include an ePHI inventory and threats to 
that ePHI

• Such as NIST

• Overall – do not capture the entire spectrum that OCR 
want to see in a compliant SRA

• https://www.bakerdatacounsel.com/blogs/its-officially-enforcement-
season-ocr-announces-first-penalty-under-new-risk-analysis-initiative/ 
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Proposed New Regulations* – Highlights 

• https://www.hipaajournal.com/new-hipaa-
regulations/

• Allow patients to inspect PHI in person and take notes or 
photos of PHI

• Changing maximum time to provide access to PHI from 30 
days to 15 days

• When individuals should be provided ePHI without charge

• Wording change – expand ability of CE to disclose PHI to 
avert threat to health/safety when harm is “seriously and 
reasonably foreseeable” 

• Currently – when “serious and imminent”
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Provision of Services 
Patient Services/Outpatient 

Laboratory

Nursing
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Question

• Our CAH provides: (check all that apply)

• Laboratory

• Radiology

• OB services

• Dedicated behavioral health unit

• ICU/CCU

• Routine medical/surgical services
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Provision of Services – “C” Tag Nos.
• 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/Outpatient 
Department (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 Services          C1024 

• Standard: Patient Services 

• Provide diagnostic and therapeutic services
• Commonly provided in doctor’s office 

• Or at entry of healthcare organization 

• Such as outpatient department or ED

• Must have supplies typically found in an ambulatory 
healthcare setting and a physician’s office
• Services include medical history, physical examination, 

specimen collection, assessment of health status, and 
treatment for a variety of medical conditions 
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  Outpatient Department  

  
• Provide adequate services, equipment, staff, and 

facilities adequate to provide outpatient services

• Follow acceptable standards of practices 
• ACR, AMA, ACOS, etc.,

• Must be integrated with inpatient services 
• MR – lab – radiology – anesthesia – other diagnostic services

• Can be provided directly or under an arrangement or 
contract
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  Outpatient - continued   

 
• Physician/non-physician practitioner must be 

available to treat patients at the CAH 
• When such outpatient services are provided

• For those outpatient services that fall only within the scope 
of practice of a physician or non-physician practitioner
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Inpatient Services          C1026

• Hospital furnishes acute care inpatient services

• Average LOS is 96 hours

• CAH provides less complex, specialized inpatient services to 
meet the LOS requirement

• Will look at data to make sure patients who need inpatient 
care are admitted

• Must certify that Medicare patients may be expected to be 
discharged or admitted to a hospital within 96 hours

• Does not believe in best interest to transfer a patient that 
can be cared for locally
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Census

• Recognizes CAH may have seasonal variations

• Not required to maintain a minimum average daily 
census of inpatients
• Nor required to maintain a minimum number of inpatient

• For compliance will look at: 
• Volume of ED and outpatient services 

• Number of certified beds and dedicated observation beds

• Average annual occupancy 

• Average inpatient beds – quarterly and annually

• % of ED patients admitted, etc.
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Ensuring Compliance

• Do not have an excess number of observation beds

• Do not transfer patients from the ED to another 
hospital when the CAH could care for them

• Data shows about ½ the number of patients who visit a rural 
hospital are admitted than in a non-rural hospital (8.3 % vs. 
16%)

• CMS: If admits 8% of its ED patients annually, CAH 
says are compliant with inpatient services, and 
surveyors do not need to investigate further
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Tag C1026 – Page 137 
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Laboratory Services
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Laboratory Services    C1028

• Must provide basic lab services to essential to 
immediate diagnosis and treatment 24/7

• Meet CLIA standards

• Can be direct or contracted out

• If contract out – confirm have current CLIA certificate

• Need written policy 
• Ensure all lab tests are recorded in the MR

• For collection preservation, transportation, receipt and 
reporting of tissue specimen results
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Laboratory Services Include

• Scope of services and complexity must be adequate to 
meet the needs of the patients

• 6 mandatory tests:
• Urine dipstick or tablet including urine ketones

• Hemoglobin or hematocrit  

• Blood glucose

• Stool for occult blood   

• Pregnancy tests

• Primary culturing for transmittal to certified lab
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Nursing
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Nursing Services              C1046

• Standard: Nursing Services

• Nursing service must meet the needs of patients
• RN must provide or assign nursing care to each patient

• Care must be in accordance with patient’s needs

• Specialized qualifications and competence of available staff
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Nursing Service and Leadership

• Nursing service must be well-organized

• Need designated person responsible for nursing 
services
• Responsible for development of nursing P&Ps

• Expected to be an RN

• Title:  CNO, DNO, Nurse manager
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Nursing Leadership Duties

• Responsible for overall management and evaluation of 
nursing care including
• Development and maintenance of P&P

• Supervision of nursing staff
• Direct or via manager

• Ongoing review and analysis of nursing care

• All agency nurses must be oriented and supervised
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Nursing Care – Requirements  

• Must have RN, LPN, or CNS on duty whenever have 
has 1 or more inpatients
• Ensure appropriate staffing for outpatient nursing services

• Have enough supervisory and non-supervisory personnel to 
meet patient needs

• Be competent, educated, trained, oriented, and licensed

• All nursing staff must be aware of P&P

• Need procedure for assigning and coordinating nursing care
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Survey Procedures   

• Surveyor will 

• Interview RN and ask:

• How are nursing needs of patients are determined?

• How are staff assigned to provide care?

• How are staff trained and oriented?

• Observe nursing care – determine adequacy of staff

• Look at written staffing schedules to make sure staff are 
following the P&Ps

• Review personnel files to make sure nurses are licensed
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Supervision & Evaluation of Care  
C1048

• RN or, where permitted by state law, a PA, must 
• Supervise and evaluate nursing care for each patient

• Including Swing-Bed patients

• Care must be provided in accordance with patient 
needs

• Nursing care plans do not have to be developed for 
outpatients

• But follow acceptable standards for medication 
administration
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Survey Procedure
  • Will look at written staffing plans

• Determine that RN (or PA) supervises and evaluates nursing 
care for each patient

• Interview one or more RNs who supervise and evaluate care 
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Drugs and IVs                C1049

• All drugs and IVs must be administered by or under the 
supervision of RN, MD/DO, or a PA if allowed by state 
law

• Need a signed order
• Verify there is signature, date, and time on all orders

• Orders must be written within the acceptable standard 
of care

• Must be consistent with both State and Federal laws

• Guidelines list out several nationally recognized 
organizations with expertise in medication 
administration
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Written Policies and Procedures 
• Must have for administration

• Must be prepared in accordance with the standard of 
care

• Mentions multiple resources

• Must specify who can administer meds

• Need signed order by one authorized by P&P

• Need P&P for verbal and standing orders

• Need minimum content of medication orders

• Name, dose, route, frequency, etc.
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Must Ensure Compliance – 
Acceptable Practices

• Self administration of medications

• Training

• Basic safe practices

• Timing of medication

• IV medication

• Documentation

• Assessment of patients receiving medications
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Content of Medication Order

• Patient name

• Age and weight – dose 
calculation

• Date and time of order

• Drug name

• Exact strength or 
concentration (when 
applicable)

• Dose, frequency and route

• Dose calculation 
requirements (if applicable)

• Quantity and/or duration 
(when applicable)

• Name of prescriber
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Verbal Orders

• Regulation requires written & signed order 

• BUT not precluded from using verbal orders

• Practitioner must authenticate orders ASAP

• Need P&Ps for both

• Policy need to include what must be in the verbal order
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Verbal Order Policy – Minimum 

• Describe when may be used plus limitation or 
prohibition in use

• Provide mechanism to establish identity/authority of 
practitioner issuing a verbal order

• List of element required for verbal order process

• Protocols for clear, effective communication and 
verification – “read-back”

• ID categories of staff who can receive and act on

• Require prompt documentation of verbal order in MR
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Standing Order Policy – Minimum 

• Process on how 

• Developed

• Approved

• Monitored

• Evaluated and updated 

• For each standing order – staff that may initiate

• Under what circumstances

• Requirement for subsequent authentication by 
practitioner responsible for patient
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Blue Box:  Verbal & Standing
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Self-Administered Meds & Training

• Self administered meds – optional 

• Need an order

• Can include medications brought from home

• Must have P&Ps

• Training

• Medication administration training and education during 
orientation and CNE to include:

• Safe handling and preparation of drugs

• Knowledge of side effects, ADE, and dose limits

• How to use equipment and need P&P
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Question

Baker CAH experienced a medication adverse reaction – 
anaphylaxis – even though the allergy was listed in the 
patient’s record.  RCA revealed the error revolved around 
patient’s name and date of birth. The patient’s last name was 
common in the community. There were 2 patients on the 
same unit with the same last name, but different date of 
birth. 

What would you recommend Baker do to address the issue?

• Nothing – continue with 5 rights but add full name

• Modify the policy to include full name and DOB as an additional 
“right”

• Use 7 or 9 “rights”
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Basic Safe Practices

• Basic safe practices

• Five rights

• Culture of safety where staff feel free to ask questions

• Focus is on the process of administration – 5 stages: 

• Ordering/prescribing

• Transcribing & verifying

• Dispensing & delivery

• Administering

• Monitoring/reporting
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Blue Box – 9 Rights
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Timing of Medication

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

• Nature of the medication

• Clinical application – why used

• 4 items policy must address for                                  dosing 
times:

• Medications Not eligible

• Medications Eligible

• Eligible meds outside dosing window

• Evaluation of timing policies
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Medications Not Eligible

• These medications require exact time based on 
diagnosis type, treatment requirements or 
therapeutic goals

• Stat drugs

• Loading dose 

• One time dose for scheduled procedure 

• Doses timed for serum drug level

• PRN

• Investigational drugs
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Medications Eligible 

• These medications are those prescribed on a repeated 
cycle of frequency

• Daily

• BID

• TID, etc.

• Goal - achieve therapeutic blood level

• Policy needs standardized times so pharmacy knows 
when to send to unit or nurse can assess VS or review 
blood work
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Eligible Medications P&P

• P&P must address:

• First dose of medication

• Using judgment regarding next dose

• Retiming of missed or omitted doses

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

• Evaluation of the medication timing policy and 
including adherence rate

• Track medication errors related to timing of medications and 
include in the PI process
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3 Time Frames for Administration
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Time Critical Scheduled Medications

• 30 minute or 1-hour total window
• Medications where an early or late administration of greater 

than 30 minutes might cause harm or have significant, 
negative impact on the intended therapeutic or 
pharmacological effect

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

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

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

• Those given 1 hour before/after but not to exceed 2 hours

• Medications scheduled more frequently than daily but less 
than every 4 hours – bid, tid

• Those within 2 hours before/after but not to exceed 4 hours 

• Medications given once daily, weekly, or monthly
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Missed or Late Administration

• Policy must include:

• What action to take if missed or not given in permitted 
window of time

• Patient out of the department

• Patient refusal

• Medication not available or other reasons

 Parameters of when nursing staff may use own judgment on 
the rescheduling of late or missed doses

• Missed/late doses must be reported to the attending 
physician
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Assessment/Patient Monitoring

• Very concerned about patient having respiratory 
depression or ADR from opioids

• Must carefully monitor to include:

• Respiratory status, BP, pulse ox and ETCO2

• Evaluate for confusion, agitation, unsteady gait, itching, 
lethargy, etc.

• Opioids are considered high risk medications
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ISMP List of High Alert Medication
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IV Opioids

• CMS notes a recommendation by the Patient Safety 
Movement Foundation

• Patients on IV opioids need:

• Continuous pulse ox (through motion and low perfusion 
pulse oximetry)

• Patients on supplemental oxygen has continuous respiratory 
rate monitoring (end tidal CO2)

• Monitoring system needs to be linked with notification 
system to staff

• Calls for an escalation protocol if staff does not acknowledge 
it in 60 seconds a second person is notified
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The Patient Safety Movement Foundation

143



PSMF Solutions – Best Practices

• https://psmf.org/additional-aebps/
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Patient Risk Factors

• Patients at greater risk for adverse events and 
respiratory depression

• Liver or kidney failure

• History of sleep apnea or snoring

• Age, thoracic or other surgical incisions

• History of smoking, pulmonary or cardiac disease

• First time medication use, receiving benzodiazepines, 
antihistamines

• Asthma 

• Patient weight
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Medication & Patient Assessment

• Assess sedation level with high alert medications

• Staff are expected to include patient reports of their 
experience of medication’s effects

• Educate the patient and family to notify nurse if any 
difficulty breathing or ADEs

• P&Ps must discuss manner and how frequent to 
monitor patient
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IV Medication Administration 

• Need correct choice of vascular access devise to 
deliver blood and medications

• Peripheral catheters, PICC, midlines, central lines, implanted 
ports and other types of devices

• Need P&P to address which ones can be given IV and 
via what type of access

• Trace lines and tubes for correct connections and prior 
to giving meds

• Verify IV pump is properly programmed
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Trace the Line 
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Pasero Opioid‐induced Sedation Scale
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https://secure.tha.com/surveys/files/p
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Richmond Agitation Sedation Scale
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Comparison of Sedation Scales
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ISMP Use a Standard Sedation Scale
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Policies and Procedures: IV Meds & Blood          

• Expected to address:

• Monitoring for fluid and electrolyte imbalance

• Electrolyte imbalance can occur with IV meds or blood

• Monitoring of patients receiving high alert medication 
including opioids

• How often and what devices such as pulse ox or ETCO2, and 
document pain level, vital signs, respiratory status and 
sedation level

• Monitoring for over-sedation and respiratory depression 
related to opioid in post-op patients
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Blood Administration

• Confirm correct patient

• Verify correct blood product

• Standard calls for two qualified persons, one who is 
administering the transfusion

• TJC NPSG allows one person hanging blood if use bar coding

• P&P 

• Frequency and what monitor

• Documentation

• How identify, treat and report any adverse transfusion 
reaction
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Nursing Care Plan            C1050

• Must develop and keep a current nursing care plan for 
each inpatient

• Starts on admission and need to keep current

• Includes planning for patient’s care while in hospital

• Includes planning for transfer

• Considers treatment goals, physiological and 
psychosocial factors and discharge planning
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Nursing Care Plan – cont’d 

• Plan develops appropriate nursing interventions 
based on identified needs

• Must be part of the permanent medical record

• Nursing can do it as part of the interdisciplinary plan 
of care

• BUT - must still do a nursing care plan

• Surveyor will check to make sure plan of care started 
soon after admission

• Will also make sure it is revised as necessary
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Final Discussion
Hill CAH has 4 physicians and several NPs and PAs. 
One of the physicians – Dr. B – is in a professional 
liability action involving care of a patient in the ER. 
Medical records for the ER are paper; the rest of Hill is 
electronic. ER records are eventually scanned into the 
electronic record. 

The main allegation of the suit was failure to 
thoroughly evaluate a patient (MC) who presented 
with left chest pain, nausea and dyspnea. VS were 
elevated. He had decreased breath sounds to the left 
upper lobe. EKG was inconclusive for AMI. CXR 
showed cloudiness, possibly due to inadequate 
inspiration during the exam.
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Final Discussion – cont’d 

Dr. B ordered a “GI cocktail”, ASA, and oxygen at 
3L/min NC. Labs included CBC, H&H, troponin level. 
All labs returned within limits. MC reported very slight 
relief with the GI cocktail and decrease of his dyspnea 
with rest and the oxygen. The oxygen was DC’d and 
MC was observed for another hour. With no change or 
increase in symptoms, MC was discharged home with 
instructions to see his PCP within 2 days.

Two hours after discharge, the patient returned to Hill 
in full arrest and resuscitation was unsuccessful 
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Final Discussion – cont’d 
Per Hill policy, the record was reviewed, and it was 
discovered the notes from first ED visit had different 
ink from other entries by Dr. B. The later entries 
mentioned that the patient denied pain or SOB and 
wanted to go home. Plus, after a lengthy discussion on 
potential risks of leaving, the patient left AMA.

Conversations with the staff on duty with the first 
admission did not recall any such discussion or 
demand by the patient. Also, that Dr. B only examined 
the patient once.

Dr. B had no comment when asked about the medical 
record entries.

160



Final Discussion

What are possible concerns with the record or ER 
medical records in general?

• Lack of security

• Incomplete record management – addition of the 
medical record once it is closed

• Alteration issues

• Others?
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Thank You 

• Laura A. Dixon, Esq.

• BS, JD, RN, CPHRM

• President, Healthcare 
Risk Education and 
Consulting, LLC

• ldesq@comcast.net 
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Appendix

Resources

and 

Internet Links
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Burden Reduction & Discharge Planning 
Memo
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https://www.cms.gov/files/document/burden-
reduction-discharge-planning-som-package.pdf



Infection Control Worksheet

• Great self-assessment tool – help to understand how 
to comply with infection control standards
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AHRQ Toolkits
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https://www.ahrq.gov/hai/tools/mrsa-prevention/toolkit/index.html



AHRQ Toolkits
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https://www.ahrq.gov/antibiotic-use/index.html



Additional Links 

• Burden Reduction: 
https://www.cms.gov/files/document/burden-
reduction-discharge-planning-som-package.pdf. 

• Isolation precautions 

• https://www.cdc.gov/infectioncontrol/guidelines/isola
tion/index.html/Isolation2007.pdf
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www.cdc.gov/antibiotic-
use/healthcare/pdfs/hospital-core-
elements-H.pdf



Program Assessment Tool

170

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



APIC Website
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www.apic.org



SHEA Website
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www.shea-online.org/



OSHA Website
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www.osha.gov

https://www.dol.gov/
https://www.facebook.com/departmentoflabor
https://twitter.com/usdol
https://instagram.com/USDOL
https://www.osha.gov/rss/index.html
https://www.osha.gov/as/opa/quicktakes/subscribe.html
https://www.osha.gov/html/a-z-index.html
https://www.osha.gov/html/Feed_Back.html
https://www.osha.gov/OSHA_FAQs.html
https://www.osha.gov/about.html
https://www.osha.gov/
https://www.addthis.com/bookmark.php
javascript:void(0)
https://www.osha.gov/workers.html
http://www.whistleblowers.gov/
https://www.osha.gov/
https://www.osha.gov/
https://www.osha.gov/
https://www.osha.gov/
https://www.osha.gov/
https://www.osha.gov/pls/publications/publication.html
https://www.osha.gov/SLTC/index.html
https://www.osha.gov/as/opa/spanish/index.html
https://www.osha.gov/as/opa/worker/complain.html
https://www.osha.gov/chemicalmanagement/index.html
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CDC Website
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www.cdc.gov/
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https://apic.org/professional-practice/infection-preventionist-ip-competency-model/



CDC National Healthcare Safety 
Network

177

http://www.cdc.gov/
http://www.cdc.gov/nhsn/index.html
http://www.cdc.gov/nhsn/index.html
http://api.addthis.com/oexchange/0.8/forward/facebook/offer?url=http://www.cdc.gov/nhsn/index.html&title=NHSN%20|%20CDC&description=&via=CDCgov&ct=0&media=
http://api.addthis.com/oexchange/0.8/forward/twitter/offer?url=http://www.cdc.gov/nhsn/index.html&title=NHSN%20|%20CDC&description=&via=CDCgov&ct=0&media=
http://www.cdc.gov/nhsn/index.html
http://www.cdc.gov/nhsn/cms/cms-reporting.html
http://www.cdc.gov/vitalsigns/protect-patients/
http://www.cdc.gov/nhsn/about-nhsn/index.html
http://www.cdc.gov/nhsn/datastat/index.html
http://www.cdc.gov/hicpac/index.html
https://sams.cdc.gov/


CDC NHSN Surveillance
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www.cdc.gov/nhsn/
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https://www.cdc.gov/nhsn/datastat/index.html
http://www.cdc.gov/hicpac/index.html
http://www.cdc.gov/hicpac/index.html
https://sams.cdc.gov/


CDC Guide Infection Control Outpatients
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www.cdc.gov/HAI/settings/outpatient/outpatient-care-
guidelines.html
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CDC Outpatient Assessment Tool
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www.cdc.gov/infectioncontrol/pdf/icar/outpatient.pdf



CDC Free Training Modules

182

www.annanurse.org/article/strive



CDC Resource IP Training

• Is nursing home infection preventionist training

• Many of the same issues apply to hospitals

• Has 23 modules

• Includes: water management, linen management, TB 
prevention, infection surveillance, injection safety, 
infection control plan, point of care testing, hand 
hygiene, cough etiquette, outbreak management and 
more

• Training is free and flexible 

• CNE available
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CDC IP Training
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www.train.org/cdctrain/training_plan/3814



CDC STRIVE Infection Control 
Training

• Developed by IPs by the Health Research & Education 
Trust

• Courses can be taken in any order

• There is no cost

• Great for new employee training, periodic training, 
and annual infection control training

• Includes many such as environmental cleaning, 
personal protective equipment, competency-based 
audits and feedback, hand hygiene, strategies to 
prevent HAIs, patient and family engagement etc.
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www.cdc.gov/infectioncontrol/training/strive.html



HHS Infection Control Video

• Training video every nurse, physician, infection 
preventionist and healthcare staff should see

• Includes risk managers

• Is an interactive video

• Called “Partnering to Heal: Teaming Up Against 
Healthcare-Associated Infections”

• Go to http://www.hhs.gov/partneringtoheal
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http://www.hhs.gov/partneringtoheal


CDC Injection Safety

• Mentions how unsafe injection practice put patients 
and healthcare providers at risk

• Have been associated with wide variety of procedures 
and settings

• Are part of Standard Precautions

• Worked with Healthcare Infection Control Practices 
Advisory Committee (HICPAC) to develop 
recommendations on Safe Injection Practices

• https://www.cdc.gov/injectionsafety/cdcsrole.html  
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Safe Injection Recommendations

• 8 recommendations

• 1. Use aseptic technique to avoid contamination of 
sterile injection equipment

• 2. Do not administer medication from a syringe to 
multiple patients

• Even is needle or cannula is changed
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Recommendations – cont’d

• 3. Use fluid infusion and administration sets for one 
patient only

• Consider syringe/needle/cannula contaminated once 
entered

• 4. Use single-does vials whenever possible

• 5. Do not administer medications from single-dose 
vials/ampules to multiple patient nor combine 
leftovers for later use
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Recommendations – cont’d 

• 6. If multidose vials MUST be used – both 
needle/cannula and syringe used to access the vial 
must be sterile

• 7. Do not keep multidose vials in immediate patient 
treatment are

• Store per manufacturer’s recommendations

• Discard if sterility compromised/questionable

• 8. Do not use bags/bottles of IV solution as common 
source of supply for multiple patients
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https://www.cdc.gov/injectionsafety/ip07_
standardprecaution.html



Injection Safety Video – 4 minutes

193

Safe Injection Practices - How to Do It Right 

www.youtube.com/watch?v=6D0stMoz80k&feature=youtu.b



Video on Preventing HAI
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www.hhs.gov/ash/initiatives/hai/
training/

https://health.gov/hcq/trainings/partnering-to-heal/index.html
https://health.gov/hcq/
https://health.gov/hcq/training-partnering-to-heal.asp
https://health.gov/hcq/training-partnering-to-heal.asp
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https://health.gov/hcq/training-prevent-ade.asp
https://health.gov/hcq/training-pathways.asp
https://health.gov/hcq/resources.asp
https://public.govdelivery.com/accounts/USOPHSODPHPHF/subscriber/new?topic_id=USOPHSODPHPHF_93


CDC Guidelines on Hand Hygiene
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www.cdc.gov/handhygiene/



CDC Guideline Library

196

www.cdc.gov/infectioncontrol/guidelines/index.html#page=12



CDC Poster:  Clean Hands
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www.cdc.gov/h1n1flu/pd
f/handwashing.pdf



CDC 8 Recommendations
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Med Administration Organizations

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

• Institute for Healthcare Improvement, 
http://www.ihi.org/ihi 

• U.S. Pharmacopeia, www.usp.org 

• Institute for Safe Medication Practices, which offers 
guidelines specifically – timely medication 
administration, 
www.ismp.org/Newsletters/acutecare/articles/201101
13.asp 

• • Infusion Nurses Society, http://www.ins1.org 
199
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Patient Safety Movement 
Foundation

200

https://patientsafetymovement.org



https://www.cms.gov/files/document/qso-
23-16-hospitals.pdf
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Transfer Form – 2 pages (see 
memo)
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https://www.cms.gov/files/document/qso-25-
05-hospitals-cahs.pdf
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