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SECTION 1: PROCESSING POINT ALLOCATION MAP

Tool 1: Utility vs. Critical vs. Steam Water-Use Map & Audit Log
Map every physical water fixture, rinse basin, automated washer, and autoclave feed in your reprocessing suite to ANSI/AAMI ST108:2023 risk categories.

A. ST108 PROCESSING CATEGORY ALLOCATIONS & RISK BOUNDARIES

Water Category Standard Specification Authorized Reprocessing Stages Survey Inspection Focus

Utility Water Workhorse grade; municipal potable or
base particulate filtration.

Gross flushing, manual washing, ultrasonic cleaning, and
intermediate rinsing.

Never permitted as final rinse for critical
devices or after HLD.

Critical Water Extensively treated; Reverse Osmosis (RO)
or DI + UV disinfection + endotoxin
filtration.

Point of Last Contact: Final rinse after high-level
disinfection (HLD); final rinse of critical devices before
sterilization.

Surveyor checks point-of-use piping.
Manual bottled distilled water pouring is
scrutinized for contamination.

Steam Water vapor generated into sterilizing
agent.

Autoclave steam generators and central boiler steam feeds. Feed water purity to avoid
chemical/endotoxin deposition on surgical
sets.

B. REPROCESSING SPACE WATER FIXTURE INVENTORY & CATEGORIZATION WORKSHEET

Point ID / Room Fixture / Equipment Description Reprocessing Stage Required Category Installed Supply Source Audit Verified

Decon Sink 1 3-Bay Decontamination Sink — Bay 1 Gross Soil Flushing Utility Water [ ] Potable Tap [ ] Filtered [ ] Pass [ ] Fail

Decon Sink 2 3-Bay Decontamination Sink — Bay 2 Enzymatic Manual Wash Utility Water [ ] Potable Tap [ ] Filtered [ ] Pass [ ] Fail

Decon Sink 3 3-Bay Decontamination Sink — Bay 3 Intermediate Rinse Utility Water [ ] Potable Tap [ ] Filtered [ ] Pass [ ] Fail

Ultrasonic 1 Tabletop Ultrasonic Cleaner Unit Cavitation Cleaning Utility Water [ ] Potable Tap [ ] Filtered [ ] Pass [ ] Fail

AWD-01 Wash Automated Washer-Disinfector Wash Prerinse & Detergent Cycle Utility Water [ ] Municipal Treated [ ] Pass [ ] Fail

AWD-01 Final Automated Washer-Disinfector Final Thermal Final Rinse Critical Water [ ] Direct RO Loop [ ] UV/Filter [ ] Pass [ ] Fail

Prep Sink 1 Clean Assembly Manual Rinse Basin Final Rinse Pre-Sterilization Critical Water [ ] RO POU [ ] Polished DI [ ] Pass [ ] Fail

HLD Rinse 1 High-Level Disinfection Basin/AER Final Rinse Post-HLD Critical Water [ ] RO + 0.2μm Endotoxin Filter [ ] Pass [ ] Fail

Autoclave 1 Steam Sterilizer Boiler Generator Steam Generation Cycle Steam Feed [ ] Dedicated Generator Feed [ ] Pass [ ] Fail

Autoclave 2 Steam Sterilizer Boiler Generator Steam Generation Cycle Steam Feed [ ] Dedicated Generator Feed [ ] Pass [ ] Fail

Facility Name: Auditor Name / Title: Audit Date:

Corrective Actions Identified:
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SECTION 2: TESTING RHYTHMS & RESPONSIBILITY MATRIX

Tool 2: Testing-Rhythm Quick Reference & Protocol Matrix
Standardized testing intervals, sampling protocols, and analytical division between sink-side measurements and accredited laboratory panels.

A. MANDATORY TESTING RHYTHM BY CATEGORY (ANSI/AAMI ST108:2023)

Water Category Mandated Frequency Analytical Scope & Target Parameters Operational Rhythm & Survey Trigger

Critical Water Monthly (Lab)
Continuous / Daily (In-House)

Lab: Bacteria counts, bacterial endotoxin, TOC, heavy
metals.
Sink/In-House: High-frequency conductivity and pH.

Strict 30-day recurring calendar. Surveyors review
consecutive monthly lab certificates to confirm zero
missed months.

Utility Water Quarterly (Every 90 Days) Full chemical & microbiological panel: bacteria, TOC,
hardness, conductivity, pH, aluminum, copper, zinc.

Documented seasonal baseline; confirms municipal feed
changes do not degrade pre-cleaning efficacy.

Steam Condensate Quarterly (Every 90 Days) Boiler feed water / sterilizer steam condensate analysis
for hardness, conductivity, TOC, and metal carryover.

Validates that boiler steam generator does not introduce
chemical residues onto surgical packs.

B. SPLIT TESTING PROTOCOL: SINK-SIDE IN-HOUSE VS. ACCREDITED LABORATORY

Sink-Side / In-House Testing (High-Frequency)
Conductivity Monitoring: Inline meter or daily handheld calibrated sensor at Critical
Water final rinse sinks.
pH Verification: Calibrated digital pH pen or test strips for immediate process
control.
Visual Inspection: Clarity, sediment, discoloration, and particulate checks at all
faucets.
Pressure Differential Log: Pre-filter and post-filter differential pressure across RO
and endotoxin filter housings.
Immediate Action Trigger: Conductivity spike indicates RO membrane breakthrough
or deionization exhaustion — halt final rinse use immediately.

Third-Party Laboratory Testing (Monthly / Quarterly)
Bacteria (Bioburden): Membrane filtration / heterotrophic plate count (CFU/mL) by
certified microbiology lab.
Bacterial Endotoxin: Limulus Amebocyte Lysate (LAL) testing (EU/mL) for pyrogen
prevention.
Total Organic Carbon (TOC): Laboratory oxidation and detection (μg/L or ppb).
Water Hardness: Calcium and magnesium titration (mg/L CaCO3).
Heavy Metals / Leachables: ICP-MS testing for Aluminum (Al), Copper (Cu), and Zinc
(Zn).
Chain-of-Custody: Sterile sample collection, cold-pack preservation, and overnight
carrier transit.

C. ANNUAL SAMPLING CALENDAR & CHAIN-OF-CUSTODY TRACKING TEMPLATE

Month Scheduled Panel Sample Collection Date Sampler Initials Lab Report Number Review & Sign-Off

Jan (Q1) Critical (Monthly) + Utility &
Steam (Q1)

[ ] Pass [ ] Alert

Feb Critical Water (Monthly) [ ] Pass [ ] Alert

Mar Critical Water (Monthly) [ ] Pass [ ] Alert

Apr (Q2) Critical (Monthly) + Utility &
Steam (Q2)

[ ] Pass [ ] Alert

May Critical Water (Monthly) [ ] Pass [ ] Alert

Jun Critical Water (Monthly) [ ] Pass [ ] Alert

Jul (Q3) Critical (Monthly) + Utility &
Steam (Q3)

[ ] Pass [ ] Alert

Aug Critical Water (Monthly) [ ] Pass [ ] Alert

Sep Critical Water (Monthly) [ ] Pass [ ] Alert

Oct (Q4) Critical (Monthly) + Utility &
Steam (Q4)

[ ] Pass [ ] Alert

Nov Critical Water (Monthly) [ ] Pass [ ] Alert

Dec Critical Water (Monthly) [ ] Pass [ ] Alert
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SECTION 3: MANDATORY TEST-PANEL PARAMETERS

Tool 3: 7-Parameter Test-Panel Verification & Laboratory Results Log
Individual parameter verification worksheet for bacteria, endotoxins, TOC, hardness, conductivity, pH, and ionic contaminants (Al, Cu, Zn).

A. THE 7 ST108 MANDATORY ANALYTICAL PARAMETERS & CLINICAL SIGNIFICANCE

Parameter Testing Scope Clinical & Equipment Impact Operational Control / Mitigation

1. Bacteria Count Microbiology (CFU/mL) Proliferation on device surfaces, biofilm formation in lumens,
post-op infection risk.

RO membrane filtration, UV disinfection lamps (254
nm), sub-micron terminal filters.

2. Bacterial Endotoxin LAL Assay (EU/mL) Pyrogenic reactions, sterile inflammation, toxic anterior
segment syndrome (TASS) in eye surgery.

Endotoxin-retentive ultrafiltration, regular
sanitization loops, validated storage tanks.

3. Total Organic Carbon (TOC) Chemical analysis (μg/L) Residual organic matter supports microbial growth and
shields pathogens from sterilizing agents.

Carbon pre-filtration, reverse osmosis membrane
rejection.

4. Water Hardness Titration (mg/L CaCO3) Calcium/magnesium scale buildup on surgical instruments,
washer spray arms, and autoclave chambers.

Water softening ion-exchange pre-treatment
upstream of RO system.

5. Conductivity Ionic purity (μS/cm) Primary real-time indicator of dissolved ions, dissolved
solids, and membrane integrity.

Continuous inline conductivity monitor; alarms when
threshold is exceeded.

6. pH Level Acid / Base index Extreme pH causes instrument pitting, corrosion, surface
discoloration, and chemical degradation.

Neutralization control, RO permeate stabilization.

7. Ionic Heavy Metals (Al, Cu,
Zn)

ICP-MS spectroscopy Aluminum, copper, and zinc leach onto surgical sets, causing
instrument staining and tissue toxicity.

Reverse osmosis rejection, deionization polishing
stages.

B. MONTHLY / QUARTERLY LABORATORY PANEL AUDIT VERIFICATION LOG

Sample Date Sample Point Name Water Type Bacteria Endotoxin TOC Hardness Conductivity pH Metals (Al/Cu/Zn)

Clean Rinse Basin 1 Critical [ ] Pass [ ] Fail [ ] Pass [ ] Fail [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Fail

AWD Final Rinse 1 Critical [ ] Pass [ ] Fail [ ] Pass [ ] Fail [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Fail

Decon Sink 3 (Interm.) Utility [ ] Pass [ ] Fail N/A [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Fail

Autoclave 1 Steam Feed Steam N/A N/A [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Fail

Clean Rinse Basin 1 Critical [ ] Pass [ ] Fail [ ] Pass [ ] Fail [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Fail

AWD Final Rinse 1 Critical [ ] Pass [ ] Fail [ ] Pass [ ] Fail [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Fail

Decon Sink 3 (Interm.) Utility [ ] Pass [ ] Fail N/A [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Fail

Autoclave 2 Steam Feed Steam N/A N/A [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Pass [ ] Fail

Lab Certificate / Batch Reference: Accredited Laboratory Name:

Infection Preventionist Sign-Off:
Sign-Off Date: 
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SECTION 4: 4-PART SMALL-ASC COMPLIANCE AUDIT

Tool 4: 4-Part Small-ASC Compliance Checklist (42 CFR 416.51 Alignment)
Systematic verification of the four core compliance pillars required to satisfy CMS infection control conditions for coverage and Joint Commission surveys.

PART 1: PHYSICAL WATER TREATMENT TRAIN (RO + UV + ENDOTOXIN CONTROL)

Component Verification Check Status

Reverse Osmosis Skid RO membrane system installed, commissioned, and delivering purified water to critical
rinse points.

[ ] Complete [ ] In Progress

Ultraviolet Disinfection UV lamp module operating downstream of RO, runtime monitor active, lamp replacement
log current.

[ ] Complete [ ] In Progress

Endotoxin Filtration Sub-micron endotoxin-retentive filter installed immediately prior to final rinse faucets and
washers.

[ ] Complete [ ] In Progress

Distilled Jug Retirement Manual pouring of unvalidated grocery/distilled water jugs completely eliminated and
replaced by validated loop.

[ ] Complete [ ] In Progress

PART 2: SCHEDULED LABORATORY CONTRACT & TESTING RHYTHM

Requirement Verification Check Status

Accredited Lab Agreement Active service contract with environmental/medical water testing laboratory covering all 7
parameters.

[ ] Complete [ ] In Progress

Automated Sampling Rhythm Testing kits auto-shipped monthly for critical water and quarterly for utility and steam
feeds.

[ ] Complete [ ] In Progress

Turnaround & Alert Protocol Defined laboratory alert threshold; written SOP for immediate notification on microbial or
endotoxin excursion.

[ ] Complete [ ] In Progress

PART 3: NAMED MULTIDISCIPLINARY WATER QUALITY TEAM

Team Role Designated Staff Member Name Key Responsibilities

ASC Administrator Budget authorization, vendor contracting, resource allocation, survey
presentation.

Sterile Processing Lead Daily/weekly sink logs, filter checks, procedural adherence, washer cycle
logs.

Infection Preventionist Lab report review, infection control policy alignment, risk analysis,
surveyor liaison.

Facility / Maintenance Lead Physical equipment servicing, filter replacement, RO sanitization,
pressure drop logs.

PART 4: COMPLETE DOCUMENTATION FILE (RISK ANALYSIS, VALIDATION, MONITORING LOG)

File Element Document Content & Condition Audit Status

Documented Risk Analysis Written risk assessment evaluating incoming municipal water, seasonal variations, piping
age, and device risks.

[ ] In File [ ] Missing

Installation Validation Equipment qualification, factory test records, initial commissioning lab panels proving
system meets ST108.

[ ] In File [ ] Missing

Ongoing Monitoring Log Chronological record of all consecutive monthly critical panels, quarterly utility panels, and
daily sink readings.

[ ] In File [ ] Missing

Administrator Signature: Certification Date: 
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SECTION 5: SURVEY-DAY MASTER FILE INDEX

Tool 5: Survey-Day File Index & Inspection Binder Organization
The exact tabbed document structure required during a CMS Conditions for Coverage (42 CFR 416.51) or Joint Commission accreditation survey.

A. SURVEY BINDER ORGANIZATION (ARTICLE FLOW ALIGNMENT)

Tab # Binder Section Title Required Documents in Tab Surveyor Verification Check

Tab 1 Regulatory & Policy Adoption • ASC Infection Control Policy citing ST108 as recognized standard.
• 42 CFR § 416.51(a) and § 416.51(b) compliance crosswalk statement.
• Scope of surgical reprocessing operations.

[ ] Policy signed & dated
[ ] ST108 explicitly cited

Tab 2 Multidisciplinary Water Team • Named water quality team roster (Admin, SPD, IP, Facilities).
• Annual team charter & role definitions.
• Quarterly meeting minutes and corrective action reviews.

[ ] Roster current
[ ] Minutes in file

Tab 3 Water Quality Risk Analysis • Comprehensive written water risk assessment.
• Evaluation of municipal source, seasonal water changes, facility
piping.
• Medical device manufacturer IFU water grade requirements.

[ ] Risk analysis present
[ ] Signed by IP/Admin

Tab 4 Installation Validation Records • RO skid, UV lamp, and filter installation commissioning reports.
• Post-installation baseline water test panel results.
• Vendor qualification certificates and engineering sign-offs.

[ ] Baseline data present
[ ] Vendor sign-offs attached

Tab 5 Laboratory Monitoring Logs • Consecutive monthly Critical Water accredited lab certificates.
• Consecutive quarterly Utility Water and Steam lab certificates.
• 7-parameter panel results (bacteria, endotoxin, TOC, metals, etc.).

[ ] 12 months consecutive
[ ] Zero missing months

Tab 6 Sink-Side Monitoring Records • Daily/continuous conductivity monitoring logs.
• Calibrated pH sensor logs.
• Sensor calibration certificates and maintenance logs.

[ ] Daily logs complete
[ ] Calibration up to date

Tab 7 Maintenance & Consumables • Pre-filter and endotoxin filter changeout dates.
• UV lamp replacement and runtime meter tracking.
• RO membrane sanitization and cleaning service receipts.

[ ] Filter dates stamped
[ ] Service receipts on file

Tab 8 Vendor Bids & Procurement • Multi-vendor competitive bids for skids/filters (Fullone model).
• Peer center pricing benchmarks.
• Consumable supply contracts and warranty documentation.

[ ] Procurement file verified
[ ] Budget plan active

B. SURVEY-DAY PRESENTATION PROTOCOL (5-MINUTE DEFENSE DRILL)

How to Hand This Binder to a CMS or Joint Commission Surveyor
When the surveyor opens inquiry into Infection Control (42 CFR § 416.51) or Sanitary Environment:

1. Open Tab 1: Point directly to the policy statement adopting ANSI/AAMI ST108:2023 under § 416.51(b).
2. Open Tab 3: Show the completed, signed Water Quality Risk Analysis establishing risk boundaries.
3. Open Tab 4 & 5: Present the installation validation protocol followed by the 12-month tabbed laboratory monitoring certificates proving uninterrupted monthly critical water

testing.
4. Show Sink Logs (Tab 6): Demonstrate that sterile processing staff log conductivity and pH daily at point of use.

Result: Transforms a potential condition-level deficiency citation into an open-and-shut demonstration of professionally acceptable standards of practice.

Binder Verified By: Title: Audit Date:
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