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OFFICE OF THE MEDICAL INSPECTORS

Supplemental Report to the
Office of Special Counsel
File Number DI-13-2133
Medical inspector’s Supplemental Report, May 14, 2014, TRIM 2014-D-585
Author -~ Larry Ludtke, CRMST

| would like ta affirm the continued danger to our Patients and Staff at the Ann Arbor Veterans
Affalrs Health System {AAVAHS). The VA Office of Inspector General, Office of the Medical
Inspectors and the AAVAHS leaderships’ continue to ignore patient safety and proper
proceduras In Medical Supply Distribution (MSD} and Sterlle Processing Service (SPS). | have
reported unsafe conditions at the AAVAHS starting in mid 2010. The current Investigation
started with my complaint to the QSC on 3/8/2013 and the OMI has been stonewalling and
using delay tactics so the report does not make It to President Obama, acting Secretary Sloan
Gibson and the Congressional Oversight Committee. Bottom line is Veterans arg in more
danger than ever and the VA leadership has had to be pushed and prodded for vears to do the
niext right thing. | have requested the OMI shutdown sterile processing at the AAVAHS during
construction. Conditions have deteriorated in sterile processing and sterile storage areas and
will continue to deteriorate as the next phases move into sterile processing. As stated in the
international Association of Healthcare Central Service Material Management (IAHCSMMY,
Central Service Technical Manual seventh edition pg. 25 “Negilgente and carelessness in
Central Service could cost a patient’s [Ifel” {See Attachment 6},

The foltowing is a short history of meetings, emails and request for investigations at all levels of
leadership,

September 2010, in a staff meeting | tried to hring the problems with sterile processing and
storage to the attention of my supervisor (Chief of Loglstics AAVAHS) and a threal was made.

December 20 2010, a meeting with AAVAHS Assoclate Director, Medical Supply
Distribution (MSD) Lead Technician to discuss sterile processing and storage problems.

January 6, 2011, a meeting with the AAVAHS Associate Director, Chief of Loglstics and the
Medical Supply Distribution (MSD) Supervisor to discuss sterile processing and storage
problems. :
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February 2, 2011 3 Complaint to Veterans Affairs Office of Inspector General [VADIG).

June 28-30, 2011 VAOIG inspection. The sterile processing and storage areas were |dentified as
suhstandard and a redesign plan was developed. (No further actlon other than a plan}.

July 5, 2011 in a meeting with AAVAHS Director about the VAOIG inspectlon, This meeting
happened elght days after the inspection. A veiled threat was made by the AAVAHS Director. It
was made clear that { would not have a job if | continued 1o cause problems.

May 6, 2012 a complaint in an email VISN 11 Director.

July 11, 2012, Office of Special Council Complaint {MA-12-3972) with the same discrepancies
from the VAOIG complaint of February 2, 2011, No action taken. | was told [ did not have new
evidence and the VAOIG had done an inspection.

July 24, 2012, Office of Special Council Complaint (MA-12-3970). No action taken.

March 8, 2013, Office of Special Councll complaint with new evidence. {Case #DI-13-2133)

lune 25, 2013 OMI's AAVAHS Site Visit (June 25-26 2013}

July 24, 2013 OMI's AAVAHS site visit report. Funding approved to renovate Sterile Processing
and Sterile Storage.

September 26, 2013 VA Chief of Staff Response to OMY's site visit report.
February 28, 2014 O5C requests my comments on the OMI's Inspection Report,

March 24, 2014, | requested help from Congressman Dingell to help to shut down sterile
instrument processing at the AAVAHS.

March 31, 2014 my response to OMI's report.

May 14, 2014 OMI's Supplemental Report to my response to their inspection repert. (OMY's
response was just a restatement of their original response).

May 27, 2014, Office of General Council sent OMY's Supplemential report to 0SC.
June 12, 2014, O5C Sent the OMI's Supplemental Report to me for review and comments.
As construction has started | had the opportunity on March 25, 2024 from 7:30 a.m. - 7:45

a.m. to stand in the hallway in front of SPS/MSD and observe several events/modifications that
could compromise sterility of our surgical instruments and harim our patients and employees.
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The Chief of MSD, Michael Ruggiero, came out of Sterile Supply and handed supplies to
a customer and then reentered Sterile Supply. He was dressed in civilian clothes with
only a cover gown (which was not properly tled) and a beard cover tap, Policy
Memorandum {PM) 90-13, November 15, 2013 Dress and Attire states basic attire is
clean scrubs, blue warm-up jacket and shoe covers.

came out of the Decontamination locker room in scrubs with no cover
gown and walked down the hallway. He then entered SPS/MSD, retrieved a blue warm-
up jacket, came out of the SPS/MSD entrance and went back into the Decontamination
focker room, PM 90-13 requires a cover gown outside Sterile Supply and a biue warm-up
jacket inside Sterile Supply. The blue warm-up jacket should never be worn outside
Sterile Supply,

The construction has started 10 feet to the south of SPS/MSD, and as | stood there
watching, the construction worker cut and hammered the cinder block with dust going
everywheare g two other workers were {rying to re-duct tape plastic sheeting to the
cinder block wall as a dust barrier,

a. | believe this project is being rushed and proper safety measures are not in place to
nrotect patients and employees,

b. 1 believe from my 15-minute obiservation that a lax environment still exists in SPS
and M5D.

¢. | bellave ali sterile processing should stop untl the SPS/MSD construction has been
completed,

d. | helieve our Patients have not been protected properly for many years.

&, | believe during construction there will be greater chance for contamination as you
have read ahove.

| observed a doorway in the Decontamination anteroom has been sealed closed. This
door is required to be open for clean-to-dirty flow of staff. it also appears management
has Decontamination staff entering and exiting Decontamination through the same
door. Clean and dirty PPE cannot be in the same room, The dirty PPE contaminates the
clean PPE. See Attachments 1, 3 and 4,

Separate locker rooms for clean and dirty staff are still not available as required by SPD
Design Guide, dated February 2010, JAHCSMM]}, VA Manual 7176 and attachments 183.
SPD Design Guide 2.78 2.8
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6. SPS/MSD, do not have antergoms for clean to dirty flow of staff. See attachments 1&3

7. Proper organizetionsl alignment of responsibility between SPS and MSD has still not
been accomplished, As required by IAMCSMM and Dr. Robert Petzel, Under Secretary for
Health in the Department of Veterans Affairs {i.e. SPS is responsible for all reprocessed
supplies {o include Operating Room Case Carts and MSD is responsible for all
expendable medical supplies}. See attachment 5 Notes

B8

Here at the AAVAHS leadership and management have organized SPD/MSD
differently than any other VA hospital, and for that matter, any clvilian hospital |
have contacted. They have assigned Operating Room (OR) case cart assembly to
Maedical Supply Distribution {MSD}. OR case carts and surglcal Instrument trays
are reusable medical suppiles and the majority of case carts. There are
expendable medical supplies in OR case carts, but they requlre special aseptic
storage near the surgical instrument trays and away from expendable medical
supplies used to stock secondary supply areas in the wards, Intensive Care Unit's
{ICUs} and clinics, When the newly reconstructed SP5 and MSD areas are
completed the SPS area will house the surgical trays, case carts and expendable
medical supplies used specifically for surgery. MSD will house a separate storage
arez for expendable medical supplies used to stock SPS, wards, 1CUs and clinics
where aseptic storage is not required. (See SPD design Guide February 2010 and
the AAVAHS SPD design plan dated 10/24/12), the guidance from the
International Assoclation of Healthcare Central Service Materlal Management
(IAHCSMM) and VA Manual 7176 are the same. it Is 5PS's primary responsibility
to provide OR case carts to the OR and MSD’s primary responsibility is to order
and stock expendable medical supplies throughout the AAVAHS. (See
attachment 5, The Processing Cycle and notes on bottom third of page).

The staff in MSD is not IAHCSMM or VA fevel one trained or certifled and they do
not have the proper hands~on Instrument experience required by IAHCSMM to
work in this area. No other VA or civilian hospital I've contacted altows MSD
staff to puil OR case carts, A video was sent out on November 18, 2010 with Dr.
Rolkert Petzel, Under Secretary for Heaith in the Department of Veterans Affairs
giving an averview of the VA's reorganization pian. In that presentation he made
the point very clear that we are the largest health care system in the United
States and we have to act as a system. He said we will no longer operate one
way at one hospital and another way at another hospital. In sterilization the
process is the same no matter if you are in Michigan or Texas. You must have
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consistent work rules, training, SOPs, policies, and supervision. Having two
Chiefs giving differagnt instructions and training n an area as critical as 5PS has
and will contlnue to endanger patients, '

¢. This was no more evident when the OMI team noticed that MSD had different
attire than SPS staff working in the same area with the same dress requirement
no matter who is working in this area.

The bottom line is M50 should be responsible for expendable medical supplies and SPS should
be responsible for all reusable medical supplies to include OR case carts.

I'would like to turn your attention to attachment 182 which s the most visually telling of
SPS/MDS shortcomings. |have attached the original floor plan that | signed annually to verify |
understood the flow of traffic through sterite processing and storage. See Attachment 1 and
compare it side-by-side to Attachment 2 from the Medica! inspector’s Report {also named
Attachment B in OM{’s report),

1. Compare Attachment 1 Room DB3S Equipment Room with aitered Attachment 2
Breakout Room.

a. They have altered rooms’ usage and put the breakout room on one side of SPS/MSD
and the Bulk Storage room on the sther side of SPS/MSD. This has caused high
volumes of traffic to pass through sterile storage to stock and retrieve items from
butk storage DB33.

b, Large quantities of stock are kept in the breakout room.
The followlng two paragrapbs are taken from SPD Deslgn Gulde.

Receiving and Braakout Room: This room allows for the arrival of clean supplies and the
breaking out of those supplies from shipping cartons and boxes, Packing debris should ba
removed without entering the Clean/Sterile Helding Room. Space for Inventory management
is provided in this space.

Location of Bulk Storape: Bulk storage is where supplies are received in case lots from the
warehouse, prime vendors and other sources. The Bulk Storage area should be located near
the SPD Clean/Sterile Storage area and connected to the SPD Breakout. No supplies are to be
in this area; low unit of measure. (Note: Hospital sterilized items, including instrument sets,
will not anter this area.)
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Now let’s ook at DB39 the clean side of $PS/MSD. Compare the men’s locker room and male
toilet on Attachment 1 to break room and male toitet on see Attachment 2.

1. Attachment 1 {original floor plan} In the 5 years 've worked in SPS/MSD this has
hever been a men's locker room{clean side)--it has always been a break room.
Abaut 3 years ago the male tollet was remaved and the break room was expanded.

2. Attachment 2 (Medical Inspectors floor plan): It ts referred to as break recom male
toilet. There is no male toilet.

The following two paragraphs are taken from SPD Design Guide.

Facility design is crucial to the efficiency and effectiveness with which these needed
environmental conditions are met. Design features deserving particular attention
include:

® Separation of soiled areas from ¢lean areas
Restricted areas

Anteroom: This space serves to maintain proper air pressure relationships when personnel
move between adjacent spaces,

Staff Lockers/Showers: One-way flow-through staff lockers are provided to ensure that
Decontamination staff arrive, dress and work within the Decontamination area without
cross-contaminating other spaces or public corridors. Separate lockers are to be provided
for staff working in the Prep, Assembly, and Clean/Sterlle Storage Rooms,

staff Lockers: Dedicated lockers and a toilet are provided for staff working within the Prep,
Assembly, and Sterilization Room and the Clean/Sterile Supply Storage Area. This dedicated
one-way flow through locker room is designed to promete the maintenance of the clean
environment in both major rooms.

Now let’s look at DB48 SPD Decontamination Lounge, DB48b Decontamination Male Tollet and
DB48c Decontamination Male Locker Room, The SPD lounge is really the decontamination
anteroom as identified by AAVAHS Joe Jurasek Industrial Hygienist. The decontamination locker
room and toilet are shared by both clean and dirty staff. | belleve this was changet during the
original construction of the clinical addition to the AAVAHS. In fact, | believe as much as half of
SPD was changed from the original approved construction plan and miade into Out-Patient
Psychology; which would explain the missing parts of SPS/MSD (i.e. clean anteroom,
sterilef/non-sterile storage nursing units, sterile/non-sterile storage surgery unit and
breakout/bulk storage.} 1 believe this facility should not have been certified to process sterile
surgical instruments from its inception, The individuals who could give insight into that are
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Elizabeth Smith of the Mational Center for Patient Safety (previous Chief SPD AAVAMC] and
Karla Sandell VISN 11 Loglstics Officer.

Now let’s fook at the HAC Janitor's Closet DB3E which has been converted Into a water
treatment room and housekeeping has used DB47 to dean both clean and dirty sections of
SPS/MSD,

The flow of traffic arrows have been removed from the Medical Inspector’s floor plan, | believe
this was done intentionally to deceive the readers of the report.

fn summary: This SPS/MSD operation is Hike trying to drive a car with no steering wheel (absent
leadership and asfeep at the wheel), bald tires {inafficient, could blow up at any time), low on
gas (no one trained on refueling). | hope for the sake of our veterans someone will stop
aperations until the construction has ended and staff can be properly trained.

To have the OMI say they could not find any evidence patient safety was compromised is just
disingenuous, Infections should be an anomaly; if everyona is dolng their job correctly there will
he no infections. OMI said they could not link any infections back to 5PS. That's because SPS
does not have a Quality Assurance Program. They have no hard to clean item list; there are no
records of periodic OA testing of reprocessed Genesis trays to ensure a quality end product.
Ask SPS management for the last five years results of random period testing of trays pulled
from the storage area. Ask SPS for the last five years results of QA testing of the hard to clean
items.

OMI reports SPS uses two sterility indlcators in every load. Sterility indicators only measure
that the conditions in the sterilizers meet the condition to kill bacteria and spores, if an
instrument is not cleanad properly or has been re-contaminated with some type of protein
after being cleaned it cannot be sterilized because protein cannot be sterilized. Indicators do
not guarantee sterility; a quality consistent process can only give us a reasanable assurance of
sterlfity,

The OMI inspectors misstated that the blue gown worn by staff when outside clean/sterile is
acceptable to be wom inside the SP5/MSD depariment. The long cover gown is not kept in a
controlled area and is contaminated with dust and debrls and should only be used outside the
department. The appropriate attire for SPS/MSD {clean side} is scrubs, hair cover, blue warm-

~ up jacket and shoe covers if dedicated shoes are not worn. Visitors must wear the same as staff
and an additional option Is a jump suit, shoe covers and hair covers. See Attachment 4,
IAHCSMM Central Service Technical Manual, Traffic Control,

Management directed personnel working In the decontamination area in contaminated attire
to remove clean Genesis trays from the cart washer on the clean side of SPS/MSD causing
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recontamination of the trays and then sending the Genesis trays Into sterile processing, This
was allowed by OM| and later investigated by a union safety representative and the practice
was stopped due to cross-contamination.

UMt states | did not respond appropriately on one occasion when | discovered coptaminated
iteras in SPS/MSD sterile storage. The whole event is much more troublesome than OMI is
stafing. The sterile storage area had not been cleaned appropriately in over a year and the
many staff complaints to management fell on deaf ears. Dirt was very thick to the point the
white floors were black under the shelving holding sterile supplies, restrooms filthy,
decontamination had not had its floor bleached in months. 1 called Congressman Mike Rogers’
office and tatked to Stuart Pigler and after meeting with him he agreed to schedule a short
notice (two-day notlce) site visit of SPS/MSD, He contacted the Divector’s office and they were
able to delay his vigit until the following week, Tuesday January 22, 2012. The weekend before
Stuart Pigler's visit on Tuesday management had several EMS staff using large motorized
scrubbers come in and clean the entire department. When | arrived at work on Monday,
January 21, 2012 the shelving had splash marks up at least 15 inches and hand prints up to five
feet, | called the union office first because | had already been given a letter of reprimand for
unprofessional conduct when | reported contamination once before and management
proposed a three-day suspension for unprofessional conduct for explaining that the training
material they were using was outdated. They were unable to pursue the suspension as two
staff that witnessed my actions made written statements refuting management’s aliegations of
unprofessionsl conduct. | contacted Union President, and he told me there was
nothing tcould do and that | had to let them do it. The fullowing morning | called the union
office again and spoke to t the union’s Chief Steward and toid him we have to do
something because the entire sterile storage department has been compromised. He had me
come in and fill out a Report of Contact stating what | believe happened and he went with me
to Amy Lyons, Chief of Infectious Diseases, to give her the Report of Contact, | explained what
had happened and Ms, Lyons would not take the Report of Contact and | left. OMI states in
their report that the Assistant Chief of SPS was contacted and she verified the splash marks and
the packages were removed. As | stated earlier the entire department had been compromized -
- not just a few packages. Ms. Lyons was told in our conversation that the entire department
needed to be re-sterilized and all sheiving cleaned,
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Figure 6.10

. Other Renuirenents

Ceneral Service depiaruments 3¢ equipprd with
hand wasking sinks conventently Wotaved for easy
atcess, Central Seevice Technichsas shoutd wash
their hands only b dedicated hand washing sinks
{not in those wsed for deconmaimingrion purposes).

The Bxrues snd furabure in Contral Service
depariments anust be conszocted of marenish
that can be washed, seed they mist be eleaned on s
regwiarly schedubed bisis.

The area designated Tor sterile storage may consist
ol sither open (rack) or closed (cabinet) sterage
unite, The deciston sbour the type of storage used
s Yased on the types of items 16 be sod, pnd the
smoun of waffic in the wrea, For example, closed
eabinets may be vsed in bigh eeffic aeas, and open
shelving (racks) may bo used in more controtied,
low traffic areas.

Open rack sysgertss should have & golld buvrom so
that fems stired on the lowet shelves are protected
from contyinuion during housekeeping tasks,
(8¢e Flguse 6.10)

Nots; mors detalled windards -for design
requirenventaar Centead Servior work areas can be
found in ANSIAAMI 5T79:2006,

MAINTAINING CENTRAL
SERVICE ENVIRONMENTS

Lesrsbg Objective f, Revigw ervironmsatal
asprcts of Ctntrsd Service work proceduves th
inyprict iidection conteok

* Traffic conteol

» Work aren clegaliness

+ Workdlow

Engineesing and design activides cannot prvent
ard comvenl infectlon by thenwelves, The effective
managerent of miceparganitms relies on those
wha vk withln the Cenyral Service degrstment,
Cenwal Service Techniciane most waderstand the
infiction vostrn] prorocols wirhla their freiliyy, 2nd
they must adhers s thern ar all times, Failure w0
do so pets patiznts and employess at sk Each
Infection coniz] protocal {5 designed to prome
patienss and employees, and w maintain the
integrivy of (he Conmal Service environment.

Trathe Contrnl

The first siep in maintaining environmentl
fravegrity 1s o oomtrd che wrafhie that ooty and
puswes theough the Central Servise department, The
dress codes divcusied carkies i This chapter apply o
ol persons etering the Cantsl Service department.
Pepaeraene dress srandards Tor visitors {ovamples:
sales sepresentativie, maintenange personned and
clisteal engineering stalf) viey betwees fucilfdes.
In some factlities, they must changs inte wighcal
seruabs; In others caveralls (ssom over their strect
lothes) ave zequired. Conteal Seevice Thohnicians
g protest the integrity of the emvivomment
by eulorcing tiffie control guidelines. This may
sentefimes wresn educatng visitors sbout dress code
and traffic contre! protocels,

Dieess code vequiremenys (aay change v Ceomwal
Serviox Technicisas move from one eeeg o another
For exungle, rugicad seecios and hwir covedngs

may br eppropriale for the clesn assembly

wes, but O8HA-nquled PPE b5 necesssey for
the decomtamination arez. Dress cofden are an
impontant paet of teaflie commd. Therefore, Conrsl
Seevige Tochniziens masz undemtand what auie is
sppropeiate in diffecent wress. (See Fignuee 6,15)

196 Cranva] Service Technlcal Menual

ATTACHMENT 4.

Flgure §14
Arews that Cennesd Seny

travel through may M
conyobdress code requiy

+ Bichszerd ~These
feom used equipment, -
QSHA-required PPE

® Uarestrivted — These
yraffic aress such 18 ho
offices, locker roome, a




v
i

Fitrothuntion 1o Ceplral Sewice

- Mty
Chian e A Bilurt
swmble  1he Processing ;ie-
Gycle iy
- y Peloer
Yackags
o Sigriflzg o S0 "
. o

Flgure 1.13 The Procsssing Cyate: Inspactlon plays
6 sevontiel parl of the procusy bo ensore Sl o s,
austity product I providid (o7 our patienty.

The Proceysing Cycle

Work pecformed in Central Servios ueually Tollows
she cpele fust dlocussed. (See Flguee LI1) Alter
use, iteme that <an be reprodessed ste retumed to
tre decontamingllon wes to lat U provess all
over again, 10 5 finporent o note that, 4t cach
stép bo the process, wms are inspected to ensure
thaz they we clean, in good wpdir, ssvembled und
peocessed corronly and/or ding packaging marerials
have ooy bees damaged Un compromise steriliry,
Figuees 1.12 through 118 iMustrste steps in the
wre cyele (rom the vier umt {in this case Surgery)
to decontamination,

Centrat Suqvicy Technical Manuad

ATTACHMENT 5
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compeninted reitive 1o crganizatlonal peers. As
peovienssly mentioned, there are & growing Dumber
of healdh care facilities thar compensare Central
Srrvier eiaf members with pay laccements based on
cxprrienes, high performaes, ddidonal cduearion
and training, ard upoo cersificarion.

N CONCLUSION

The Conwead Servipe emvironment is dyasele
and fastepaced. The work is challengiog, highly
technical, and complex. The pevformance of this
vival deparcensat hss & major impect en the dsncoth
wperatinn of the many depiranoaze W which &
privides araduers aad servioes,

Inetficiencies in prluctivity, creons that creats the
need for re-wark, and pooe guality pedormance,
wre costly to hosplrals, With the over-increxsing
vosts of health care, Central Secvice professionals
must stehe to comberve resotreed ond minimive
eaprnans, More impariantly hmw\'cr. is the vality
and wclfm't: of the préjcaipgshonh ntmmd

Conscientiouy Cearral Service prafessionsh
will find grenr smtafierion bn knowing ther their
wifforny, eerviee, speclal skills, and cadog are 2 pans
of every sorgical procedure, cach patieat recovery,
evary Bieth, eteh pationt discharge and epch happy
{ammily reanion,

Cenrral Service 15 sn evolving ogcupational
digelpling, Ower the yeacs, there have been
dramatio changes ranging from the neregsed wre
of rechmodogy and suppoct seevices provided 1 e
Jobr elollls, training, and ecducational mqubresments
needed to Raifill these job responstbliitles, Ghanges
continue 3t & {ast pace!
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SPD DESIGN GUIDE OUTTAKES

General Considerations

General Planning Goncepts

Flow with Sequence: Supply, Processing, and Distribution (SPD} are organizationslly aligned
under the Nurse Executive/Chief Nursa. The mission of SPD is lo provide a steady flow of
palient care supplies and equipment to points of need, and to return contaminated items to a
central decontamination area for cleaning.

SPD s the first line of defense against harmful microorganisms. Contamination prevention is
achieved by closely monitoring the following elements:

Alr Flow: To minimize microorganism movement from dirty to clean areas. In clean
areas there is a positive air flow.

Staff Flow: Personnel work either on the clean side or the dirly side of the SPD unii to
avoid cross contamination.

Work Flow: Refers to the movement of clean (sterile) supplies and the return of
contaminated items for decontamination and sterilization,

Adjacencies: SPD must be closely affiliated wilh surgical procedure suites. SPD may be
directly connected to the sterile support core for the Surgical Suite, or may be located with
convenient and direct access via cart lifts andfor staff circidation,

Processing and Distribution Methods

SPD is divided into three main units/areas. The first unit is Decontamination, where all
reusable medical and surgical items are sent for cleaning. It is essertial that
contaminated materials do not use the same path as the clean materials. The second
unit is Preparation. In this unit, items are inspected and packaged for sterilization, Most
sterllization is accomplished by using steam; or, in the case of materials that cannot
withstand intense temperatures, ethylene oxide (ETO) gas {or another suitable gas} is
used. Materials undergoing ETO sterilization must be adequately aerated fo ensure that
no hazardous traces are left on devices. The final unit in SPD invoives the Distribution
Process, including distributing surgical case carts. This unit is further subdivided into
Primary Stock and Secondary Stock. Primary Stock refers to the supplies that are
stored within the confines of the SPD depattment. Secondary Stock materials are those
in user areas such as clinics, nursing care units, and intensive care units.
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Current Trends

A cuirent trend impacting SPD is the increasing complexity of many surgical procedures auch
as laparoscopy, endoscopy, laser, micro-vascular, and more complex surgeries, These
complicated surgeries require more complicated instrumentation. This complex instrumentation
has led o the trand for SPD techniclans to be certified, thus requiring the siaff o have a cerfain
level of competency and o keep up with periodicfannual contiruling education.

Another current frend in SPD is instrument tracking. This can eliminate hours of searching for
lost instruments, location of key assels, fracking loaner equipmant, and ensuring patient safely
and the quest for zero “never events” through the validation of sterilization processes.

Future SPD Trends

An anticipated future SPD trend, sustainable decontamination and sterilization equipment has
been embraced by many manufaclurers who are reviewing the environmental impact of the
product lines, and developing machines that are safer for the staff and kinder to the
etwironment. Examples include equipment features that yield significant waler savings, the use
of fewer toxic or less-toxic chemicals, elc,

Other future trends include stricter protection of healthcare workers, since pathogenic
organisms {Hepatitis B or C, and Human Immunodeficiancy Virus (HIV)) have become known.

Special Considerations

ETO: The provision of elhylene oxide {(ETO) gas (or another suilable gas) may bs required to
steritize selected instrumentation that is unable to sustain the high heat of steam-based
sterilization processing. Bscause of the high toxicily of the sterilizing agent used in this process,
ETO sterilization must be sustained in a fully contained room that is part of the Prep, Assembly,
and Sterilization space.

Location of Bulk Storage: Bulk storage is where suppliss are received in case lols from the
warehouse, prime vendor and other sources. The Bulk Slorage should be locatad near the SPD
Clsan/Sterile Slorage area and connected to the SPD Breakoul. No supplies are to be in this
ares; low unit of measure. (Nole: Hospital sterilized ltems, including instrument sets, will not
enter this area.)

Endoscope Processing: Endoscopes may be rigid or fiexible. Rigid Endoscopes are
typically sterilized with the same vigor and care as the surgical instrumentation. Flexible
Endoscopes typically require minimum high-ievel disinfection and occur in close
proximity to where the procedure is performed {i.e., Gl Suite). However, some SPD
suites may need to accommodate the reprocessing of Flexible Endoscopes. This will
require dedicated Endoscope Preprocessors'. '
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Architectural Considerations

Location of 8PD
Several factors influence the lncation of the SPD, These include:

Access to the OR: In some circumstances, the sterile delivery side of the SPD can be directly
finked with a sterile core of the OR, allowing a direct transfer of materials and instrumentation
and minimizing {ransport time. ‘

As an alternative, the SPD can be located on another level. The SPD may be linked via clean
and soiled cart lifts, Dedicated clean and sciled cart lifts nead to arrive and lsave at appropriate
locations withine the SPD, and cannot be used for any other function, nor can a single lift be used
for both clean and soitad transport. Clean and soiled dumbwaiters may be an alternative, but
are not an ideal solution In new construction as they require the transfer of items onto the
dumbwaiter, then off at the point of destination, while the cart lift allows for the transport of a
fully lnaded cart,

Access to Loading Dock: The SPD receives fresh supplies to store, inventory, and distribute
to augment instrumentation that ia then used lo slock supply or case carts, Access fo the
loading dock needs to be straightforward and simple to allow the repeated and consistent
delivery of material, If the loading dock is on a different level of the facility, care must be taken to
plan the entire route from the dock to the SPDR, confirming corridor width, elevator size, sto.

Environmental Requirements

Environmental considerations most critical to SPD are: temperature, humidity, ventilation, hght,
and protection from contaminants.

Facility design is crucial to the efficlency and effectiveness with which these needed
environmeantal conditions are met. Design features deserving particular attention include:

Separation of soiled areas from clean areas

Restricted areas

Containrment area for ETO gas

Heating, ventifation, and air ¢onditioning (HVAC Systems)
Room relationships {regarding function and staff utilization)
Muodularity of design/flexibilily

Interior surfaces and finishes

" &4 & & o B w®
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Space Planning Criteria
Space planning criteria for SPD includes the following considerations:

Guantity of Space: The guantity of space will be driven by the total through-put needs of the
SPD, which is, in turn, driven by the surgical volumes and surgical procedure mix, Key factors in
determining total size will be the total number of sterilizers needed and the total daily throughput
of instrumentation carts. The relationship between surgical volumes and SPD through-put is
direct; if the ORs are planned to expand, the SPD nesds {o have correlative capacity.

Location of Space: The relationship betwaen SPD and the OR Suites is critical, as previously
noted. In addition, & clear path from loading docks 1o the SPD is essential.

Quatity of Spaca: The space liself musi be able to provide an appropriately clean environment
for the handling of solled instrumentation and sterile instrumentation and supplies. Mechanicat,
elecirical, and plumbing requirements are defined under "Engineering Considerations”. In
addition, finishes must respond lo the need o be able o clean the environment appropriately.

Room Relationships & Adjacencies

One of the primary purposes of the SPD is to deliver clean/sterile supplies and instrumentation
fo the OR. It does so by receiving and cleaning solled instrumentalion and by staging and
assembling slarie instrumentation and clean/sterile supplies for delivary to surgical sites and
other areas that require sterile implementation within the hospilal. In doing so, it must promote
efficient delivery of material while maintaining the clean and sterile status of instrumentation and
supplies. The four key spaces are sequentially linked, and include:

Dacontamination: Soiled instrurnentation arrives here as the first stage in the SPD process.
Soiled instrumentation is recaived via closed case carts thal may return via elevators, dedicated
cart lifts, or dumbwaiters directly fo the Soiled Receiving and Decontamination Room,

Preparation, Assembly, and Sterilization Area: This room is directly connected to
Decontamination. Equipment passes through a washer decontaminator (hat allows the transfer
of nstrumentation through the washer/disinfector or sterilizer to the Preparation, Assembly, and
Sterilizalion Area. Access for sterilizer maintenance must be provided, and there may be a
pass-through window for asmall items.

Clean and Sterlle Storage: This room is directly connected to the Prep, Assembly, and
Slerilization Room and is used to store and pick sterlized instrumerdation and sterile supplies
for delivery to the point of use.

Staff Support: These spaces serve to provids administrative and break support for SPD staff,

It is critical to the functional efficiency and safely of the SPD that these spaces are
sequeantially inked for ong-way flow-through of instrumentation and carts, This promotes
the maintaining of the sterile state of instrumentation as it is cleaned for re-use.
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Functions of Areas within SPD

Clean Receiving and Breakout Area: This space serves as an arsa {o raceive and break out
disposable supplies received from the warehouss, prime vendor, or manufacturers, This area is
also where specialty carts such as crash/code carts and isolation carts are returned afler use for
the supplies to be removed before the empty cart is taken to the Decontamination Area for
cleaning. This area is also used to recelve loaner instruments and equipment and for them {o be
picked up. Consignment supplies and implants are to be receivad here, as well.

Anteroom: This space sarvas {o maintain proper air prassure relationships when parsonne!
move betwesn adjacent spaces,

Pecontamination Area: This includes staging space and circulation space designed to allow
for the gross decontamination of instrumentation, followed by the placemeant of the
instrumentation on a washer decontaminator that will deliver clean instrumentation (o the Prep,
Assembly, and Sterilization Room. In addition, there is a pass-through window for selactad
iterns that are either too delicate or will not fit will be direcied to the ETO Sterdlizer in the Prep,
Assembly, and Sterilization room.

Automatic Cart Washer: This room houses the equipment that receives soiled carts, washes
them, and delivers them 1o the Clean and Sterile Storage Room,

Decontamination HAC: In order to maintain clarity of cleanliness, the Decontamination Area
has a dedicated Housekeeping Aide's Closet, accessed only from the Decontarmination Area
and usad only for clearing in that space

Staff Lockers/Showers: One-way flow-through staff lockers are provided to ensure that
Decontaminalion staff arrive, dress and work within the Deconiamination area without
cross~contaminating other spaces or public corridors, Separale lockers are {o be provided
for staff working in the Prep, Assembly, and Clean/Sterile Storage Rooms.

Clsaﬁ Cart Lift: If a it is used for the movement of clean carts, the clean cart lift must deliver
the clean cart directly to the Surgery suile slerile slorage space. Clean carts must be resiricted
to the clean cart lift,

Prep, Assembly, and Sterlfization: This room preps, assembles, and sterilizes equipment and
instrumentation. instrumentation arrives through-wall washer/sterilizers or sterilizars; other
srtarderd tepme meu arrdvs vin s window nacedthrennbh The soom derante nrenned and nackad |

STErAIZeq INSTTUMEeNs N0 Ine Liean Siens SIcrage Hoom, AS part of i1$ IUNcuon, e Frep,
Assembly, and Sterilization Room have an ETO Sterilizer, used for devices thal cannot
withstand steam sterilization due to temperature or molsture,

Clean/5Sterile Storage: This room contains a number of funclions that support the staging and
storage of clean and sterile supplies for distribulion to point of service. Those functional zones
inciude:

NARRATIVE SECTION 2-7



Jen 30 FuTd 1 vIVH Ho. B4Yy ¥ %]

Case Cart Holding: This area is positicned immediately adjacent to the dalivery door from
Prep, Assembly, and Sterilization to facilitate the assembly of case carts with specific sterile
packs for case carls.

Equipment Storage and Testing: This area, positioned to receive cleaned carls and cleaned
madical aguipment, accommodates the testing and storage of equipment and the temporary
queuing of carls,

Case Cart Araa: This area stores and stocks clean supply dedicated for OR use. These
supplies have been broken out to accommodate final stocking on case carts or other dedicated
cart delivery systems.

Dispatch/Control: These workstations accommodate staff thal directs the flow of case
carls and cleaned/tested equipment to point of use,

in addition, there are several rcoms that have a direct relationship to Clean/Sterile Holding with
all of its work zones. These include:

Receiving and Breakout Room: This room allows for the arrival of clean supplies and the
breaking out of those supplies from shipping cartons and boxes. Packing debris should be
ramoved without entering the Clean/Sterile Helding Room. Space for invenlory managemant is
pravided in this space.

Bulk Storage: This room allows for the queuing of the storage Receiving and Breakout Room
prior to unpacking and stocking sheiving in the Clean/Sterile Storage Room,

Staff Lockers: Dedicatad lockers and a loilet are provided for staff working within the Prep,
Agsembly, end Sterilization Room and the Clean/Slerile Supply Storage Area. This dedicated
one-way flow through fockar room is designed to promote the maintenance of the clean
environment in both major rooms.

Support Spaces: There are several functions that support the core mission of the SPD. These
include:

Staff Break Room/Conference Room: The Staff Break Room/Conference Room is
designed to serve staff working with the SPD. Staff using this Break Room/Conference
Room musi return to their respective worksites with attention to cleaning and gowning
protocols suitable for each key space.
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Concerns Specific to Supply, Processing &
Distribution

Equlpment: Equipment may be purchased by sithet the VA {Owner) or the conlractor and
instalied by the contractor (CT), or purchased by the VA (Owner) and installed by the VA or
the Vendor {(VV). if purchased by the contractor, specifications must be clearly writfen,

The Chisf of SPD operations at edch VA medical center is knowledgeable about
equiprient styles and fypes that best meet the needs of ihe facility, and should guide the
selection of equipmant. If purchasing equipment not listed in GSA catalogs, specifications
must be sufficiently detailed to assure quality acquisition.

The selection of equipment should be fully coordinated with the facility’s design in order that
ulility and space requirements are considered during design development. It is imperative that
all powsr and water resources be fully accommedated, and thal the mechanical and ventilation
syslems are designed to be responsive o heat loads created by specific equipment. Thus, the
specific choice of equipment must be established early on to promole a consislent and
coordinaled pian. Careful atlention must be given to the location and capacily of electric ouflets,
water and steam supply, drains, vacuum, exhaust ducts and other utilities, to insure capacity
and compatibility with the equipmani lo be installed. Ulilities and their locations are shown on
the Guide Plates and are not project specific. it is the responsibility of the person selecting the
equipment and the project designers to determine the adequacy of utllities in each space.

Sanitation Eqguipment: Frequent and thorough cleaning of shelves and room surfaces is
agsenfial to prevent bulid up of dust and unwanlad particles which may contaminate
meadical and surgical supplies.

Room walls are manually scrubbed with either a deltergent and/or disinfectant. Thus, o facilitate
cleaning, walls are typically specified with a washable surface, Floors in the Soiled Receiving
and Decontamination room may be damp mopped or ¢leaned with an electric floor scrubber, In
the Slerite/Non-Sterile Storage Room; however, cleaning with a damp mop will suffice.
Generally, storage shelves in the Sterile/Non-Sterile Storage Room are kept 200 {o 250 mim (8
to 10 inches) above the floor to facilitate cleaning.

Washer/Disinfectors; Following the ultrasonic cleaning process, instruments are
placed into washer/disinfectors, Instruments and trays are lpaded info the unit on the
Decontamination side of SPD, and removed upon completion of the cycle on the
Prep/Pack side of SPD. Washer/Disinfectors are heated by sither electric or steam.
Automation systems for loading and unloading washer/disinfectors are highly
recommendad for departments that process large
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