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Above all else,

we are committed to the 

care and improvement 

of human life.
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FAQs Link

Regulatory Education: August 2026

Frequently
Asked 

Questions

https://orblinks.hca.corpad.net/OnlineHelp/CSG-RAS/0_WeeklyFAQs/2026/Sterilecleaning.htm
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Acceptable Advance Emergency Setup

→ Prepare sterile supplies, fluids, and medications as close as possible to use or 
administration.

→ An anesthesia emergency setup is acceptable only in designated procedural rooms or 
areas where emergent procedures may occur.

→ Adhere to  pharmacy guidance, beyond - use dating requirements, medication hang times, 
and applicable policy at all times.

→ Requires local approval , defined guidance , and team education  before advance supply
preparation is used in limited approved circumstances.

Regulatory Education: August 2026
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Advance Emergency Medication Setup

Not Permitted

➢ Approved advance setup does not include convenience - based preparation, routine staging, or 

preparation for multiple future cases.

➢ No convenience -based  batch staging, pre - spiking, syringe batching, or multi - patient use of 

single - dose vials or IV bags.

Discard  medications that are :

• Compromised, with questionable sterility

• Unlabeled

• Prepared in syringes and not administered within 4 hours

• Not used within 24 -hours

Emergent room setups must maintain 

sterility and protect supplies from 

contamination until use.

Regulatory Education: August 2026
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Regulatory Findings
Prioritize top immediate action items for your facility
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MM.13.01.01, EP 4
Standard prior to 1/1/26: MM.03.01.01, EP 8

The hospital removes all expired, damaged, contaminated, or unusable medications 
and stores them separately from medications available for patient use.

Top Box on SAFER Matrix

• Four 100 mL normal saline IV bags with medication - added labels were found 

for use on the OR anesthesia cart. The medication had been prepared the prior 

day for immediate use but was not used . Instead of discarding per policy, the 

expired medication was left on top of the anesthesia cart available for patient 

use the next day .

• A damaged, unsecured anesthesia cart containing medications was observed in the 

operating room, creating the potential for unauthorized access and compromised 

medication integrity . Medications stored under these conditions were not appropriately 

protected and should not have remained available for patient care.
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MM.13.01.01, EP 4
§ 482.25(b)(3) Condition of Participation: Outdated, mislabeled, or otherwise unusable drugs and biologicals must not be 

available for patient use.

 Observation:

✓ Spot -check the labels of individual drug containers to verify that they conform to federal and state law and/or contain 

the following minimal information: 

• Patient’s full name 

• Strength and quantity of the drug dispensed 

• Appropriate accessory and cautionary statements 

• Expiration date and/or, if applicable, a beyond use date (BUD) 

✓ Spot -check each floor stock container to ensure labels bear the name and strength of the drug, lot and control number 

of equivalent, and expiration date. 

✓ If the unit dose system is used, verify that each single unit dose package bears name and strength of the drug, lot and 

control number equivalent, expiration date, and/or, if applicable, a BUD. 

✓ Inspect patient - specific and floor stock medications to identify expired, mislabeled, or unusable medications. 
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Hospital Survey Process

Survey Process Guide  

https://digitalassets.jointcommission.org/api/public/content/64731897e3d94ca69e54042c2e27d9c6?v=19446f24&_gl=1%2artyk7%2a_gcl_au%2aMTY3ODc4NzU2OC4xNzczODQ4NDg5%2a_ga%2aMTA4ODE0NDQ2Mi4xNzY2MDAxMjgw%2a_ga_K31T0BHP4T%2aczE3NzM4NTkzNzkkbzE2JGcwJHQxNzczODU5Mzc5JGo2MCRsMCRoMA
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NPG.14.03.01, EP 3 

Top Box on SAFER Matrix

• During Cardiac Cath Lab tracer activity, two unlabeled  syringes 

containing clear liquid were observed alongside labeled syringes.

Standard prior to 1/1/26: NPSG.03.04.01, EP 3

In perioperative and other procedural settings both on and off the sterile field, medication 
or solution labels include the following: medication name, strength, amount of medication, 
diluent name and volume, expiration date and time.

• Surveyor witnessed a previously prepared, unlabeled syringe  was 

stored on the Endoscopy anesthesia cart and subsequently 

administered  to a patient.

• In a procedural room, an IV - push Fentanyl syringe prepared for 

moderate sedation had an incomplete and inaccurate pre -printed 

label:  the medication strength was not marked, and the label 

displayed the wrong unit of measure, listing milligrams instead of 

micrograms.



CONFIDENTIAL – Contains proprietary information. Not intended for external distribution.10 Regulatory Education: August 2026

NPG.14.03.01, EP 3

 

Interview:
✓ Discuss with staff in procedural areas what procedures are followed for medication safety specific to labeling 

of medications and containers.

Document Review:
✓ Review any policy or procedures, data collection, PI activities for hospital performance and evaluation. Data 

collection may also be found with hospital internal reporting systems. 

Observation:
✓ In perioperative and other procedural settings observe actions of staff for medication preparation both on and 

off the sterile field.
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Hospital Survey Process

Survey Process Guide  

https://digitalassets.jointcommission.org/api/public/content/64731897e3d94ca69e54042c2e27d9c6?v=19446f24&_gl=1%2artyk7%2a_gcl_au%2aMTY3ODc4NzU2OC4xNzczODQ4NDg5%2a_ga%2aMTA4ODE0NDQ2Mi4xNzY2MDAxMjgw%2a_ga_K31T0BHP4T%2aczE3NzM4NTkzNzkkbzE2JGcwJHQxNzczODU5Mzc5JGo2MCRsMCRoMA
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Regulatory 
Education 

SharePoint

Regulatory Education: August 2026

52%

61%

63%
43%

37%
RegEd SharePoint  

Tracers in Action 
& PSO Safety 
Alert Tracers

https://hcahealthcare.sharepoint.com/sites/CORP-RegulatoryAccreditationEducation
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Stay Compliant.

Connect with us at:  

CORP.RegulatoryEducation@HCAHealthcare.com   

Thank you

Regulatory Education: August 2026

mailto:CORP.RegulatoryEducation@HCAHealthcare.com
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Appendix
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Regulatory Framework
Identify the regulatory standards for Advance Preparation of Sterile Medications
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Regulatory Standards

MM.13.01.01: The hospital safely stores medications.

o EP 1 –  The hospital maintains current and accurate records of the receipt and disposition of all scheduled 

drugs.

o CoP § 482.25(a)(3) -  Current and accurate records must be kept of the receipt and disposition of all 

scheduled drugs.

o EP 2 –  The hospital stores all medications and biologicals, including controlled (scheduled) medications, in a 

secured area and locked when necessary to prevent diversion in accordance with law and regulation.

Note 1: Scheduled medications include those listed in Schedules II –V of the Comprehensive Drug Abuse 

Prevention and Control Act of 1970.

Note 2: This element of performance is also applicable to sample medications

Note 3: Only authorized staff have access to locked areas.

o CoP § 482.25(b)(2)( i) -  All drugs and biologicals must be kept in a secure area, and locked when 

appropriate.

o CoP § 482.25(b)(2)(ii) -  Drugs listed in Schedules II, III, IV, and V of the Comprehensive Drug Abuse 

Prevention and Control Act of 1970 must be kept locked within a secure area.

o CoP § 482.25(b)(2)(iii) -  Only authorized personnel may have access to locked areas.

Regulatory Education: August 2026

Standard prior to 1/1/26: 
MM.03.01.01 = MM.13.01.01  
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Regulatory Standards

o EP 4 –  The hospital removes all expired, damaged, mislabeled, contaminated, or otherwise unusable 

medications and stores them separately from medications available for patient use. 

Note: This element of performance is also applicable to sample medications.

o CoP § 482.25(b)(3) -  Outdated, mislabeled, or otherwise unusable drugs and biologicals must not be 

available for patient use.

Regulatory Education: August 2026

Standard prior to 1/1/26: 
MM.03.01.01 = MM.13.01.01  
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Regulatory Standards

NPG.14.03.01: The hospital labels all medications, medication containers, and other solutions on and off the sterile 

field in perioperative and procedural settings. Note: Medication containers include syringes, medicine cups, and basins.

o EP 1 –  In perioperative and other procedural settings both on and off the sterile field, the hospital labels 

medications and solutions that are not immediately administered. This applies even if there is only one 

medication being used.

Note: An immediately administered medication is one that an authorized staff member prepares or obtains, 

takes directly to a patient, and administers to that patient without any break in the process. 

o EP 2 –  In perioperative and other procedural settings both on and off the sterile field, labeling occurs when 

any medication or solution is transferred from the original packaging to another container.

o EP 3 –  In perioperative and other procedural settings both on and off the sterile field, medication or solution 

labels include the following:

‐ Medication or solution name

‐ Strength

‐ Amount of medication or solution containing medication

‐ Diluent name and volume

‐ Expiration date and time 

Note: The date and time are not necessary for short procedures, as defined by the hospital. 

Regulatory Education: August 2026

Standard prior to 1/1/26: 
NPSG.03.04.01 = NPG.14.03.01
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Regulatory Standards

LD.12.01.01: Leaders establish priorities for performance improvement. (Refer to the "Performance Improvement" 

[PI] chapter.)

o EP 3 –  The hospital's governing body (or organized group or individual who assumes full legal authority and 

responsibility for operations of the hospital), medical staff, and administrative officials are responsible and 

accountable for the following:

‐ An ongoing program for quality improvement and patient safety, including the reduction of medical 

errors, is defined, implemented, and maintained

‐ The hospital -wide quality assessment and performance improvement efforts address priorities for 

improved quality of care and patient safety, and all improvement actions are evaluated

‐ Clear expectations for safety are established

‐ Adequate resources are allocated for measuring, assessing, improving, and sustaining the hospital’s 

performance and reducing risk to patients

‐ The determination of the number of distinct improvement projects is conducted annually

o CoP § 482.21(e)(1) -  That an ongoing program for quality improvement and patient safety, including the 

reduction of medical errors, is defined, implemented, and maintained.

o CoP § 482.21(e)(2) -  That the hospital -wide quality assessment and performance improvement efforts 

address priorities for improved quality of care and patient safety; and that all improvement actions are 

evaluated.

Regulatory Education: August 2026

Standards prior to 1/1/26: 
MM.08.01.01 = LD.12.01.01
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Regulatory Standards

o CoP § 482.21(e)(3) -  That clear expectations for safety are established.

o CoP § 482.21(e)(4) -  That adequate resources are allocated for measuring, assessing, improving, and 

sustaining the hospital's performance and reducing risk to patients.

o CoP § 482.21(e)(5) -  That the determination of the number of distinct improvement projects is conducted 

annually.

Regulatory Education: August 2026

Standards prior to 1/1/26: 
MM.08.01.01 = LD.12.01.01
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Regulatory Standards

LD.13.01.09: The hospital has policies and procedures that guide and support patient care, treatment, and services.

o EP 5 –  The hospital develops and implements policies and procedures that minimize drug errors. The 

medical staff develops these policies and procedures unless delegated to the pharmaceutical service.

o CoP § 482.25 -  The hospital must have pharmaceutical services that meet the needs of the patients. The 

institution must have a pharmacy directed by a registered pharmacist or a drug storage area under 

competent supervision. The medical staff is responsible for developing policies and procedures that minimize 

drug errors. This function may be delegated to the hospital’s organized pharmaceutical service.

Regulatory Education: August 2026

Standards prior to 1/1/26: 
MM.07.01.03 = LD.13.01.09  
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Resources
Recognize methods of compliance and validation
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Pharmacy Corner

Regulatory Education: August 2026

Pharmacy Corner

https://hcahealthcare.sharepoint.com/sites/CORP-PharmacyCorner/SitePages/Medication-Safety-Tools.aspx
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Resources

❑ AORN Guidelines

❑ Medication Administration Policy

❑ Pharmacy Corner SharePoint

❑ Regulatory Education SharePoint

❑ Survey Process Guide  

Regulatory Education: August 2026

https://aornguidelines.org/guidelines?bookid=2260
https://aornguidelines.org/guidelines?bookid=2260
https://hcahealthcare.sharepoint.com/:w:/r/sites/CORP-surgeryventuresgroup/_layouts/15/Doc.aspx?sourcedoc=%7B211126F4-B0FB-4AEA-8FBF-F600B8CE1056%7D&file=Safe%20Medication%20Administration%202024%20FINAL%20Version.docx&action=default&mobileredirect=true&DefaultItemOpen=1
https://hcahealthcare.sharepoint.com/:w:/r/sites/CORP-surgeryventuresgroup/_layouts/15/Doc.aspx?sourcedoc=%7B211126F4-B0FB-4AEA-8FBF-F600B8CE1056%7D&file=Safe%20Medication%20Administration%202024%20FINAL%20Version.docx&action=default&mobileredirect=true&DefaultItemOpen=1
https://hcahealthcare.sharepoint.com/sites/CORP-PharmacyCorner
https://hcahealthcare.sharepoint.com/sites/CORP-PharmacyCorner
https://hcahealthcare.sharepoint.com/sites/CORP-RegulatoryAccreditationEducation
https://hcahealthcare.sharepoint.com/sites/CORP-RegulatoryAccreditationEducation
https://digitalassets.jointcommission.org/api/public/content/64731897e3d94ca69e54042c2e27d9c6?v=19446f24&_gl=1%2artyk7%2a_gcl_au%2aMTY3ODc4NzU2OC4xNzczODQ4NDg5%2a_ga%2aMTA4ODE0NDQ2Mi4xNzY2MDAxMjgw%2a_ga_K31T0BHP4T%2aczE3NzM4NTkzNzkkbzE2JGcwJHQxNzczODU5Mzc5JGo2MCRsMCRoMA
https://digitalassets.jointcommission.org/api/public/content/64731897e3d94ca69e54042c2e27d9c6?v=19446f24&_gl=1%2artyk7%2a_gcl_au%2aMTY3ODc4NzU2OC4xNzczODQ4NDg5%2a_ga%2aMTA4ODE0NDQ2Mi4xNzY2MDAxMjgw%2a_ga_K31T0BHP4T%2aczE3NzM4NTkzNzkkbzE2JGcwJHQxNzczODU5Mzc5JGo2MCRsMCRoMA
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