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The facility was entered’on 01-10-05 to‘coriduct a
“Immediate Jeopardy,” 1J, survey. The on-site

survey lasted through 1M-13-05 and the final exit - period of time, the following actions were
conference was conducted by telephone with taken:
administration on 01-21-05. : *  Nefification of incident to Duke Heaith 12.29
‘Based on the information obtained on site, the §§Leelg&1nl;c§;;s)jttal}.(li3f~§$i-i8) le? ders{%)},%s
threat of I} to patients had commenced on. ' . ty ca ys em.( )

risk management and leadership, the

11-03-04 and had been abated on 01-02-05,
when the hospital's washing and decontamination
systems were certified and approved for use by

Medical Director for DHRH Infection
Control and the Medical Director of Duke

the Steris Company that manufactured the tnfection Control Outreach Network

machines and produced and continues to (DICON). .

produce the appropriate detergent used in the

Sidion e okt st randwasnsaang || Iesigsn e okatnarve | 1230
' incident was conducted by DHRH

resterilized all identified surgical’instruments used

in the months of November and December 2004. representatives from Infection Control,

Surgical Services, Biomedical
' - Technology, Risk Management,
V ING BODY ACO0B ! i
A 006 482-12&90 ERNING : | Facilities, and Administration. The
investigation included interviews with

The hospital must have an effective governing NCiud:
staff from Engineering, Central Sterile

body legally responsible for the conduct of the

hospital as an institution. 1f a hospital does not " Supply (C8R), Infection Control,

have an organized governing body, the persons _ Environmental Services, BioMed .

legally responsible for the conduct of the hospital Technology, and Materials Management

must carry out the functions specified in this part (MM),

that pertain to the governing body.

This CONDITION s not met as evidenced by: A008 |

Based on hospital contract aggresment revie\!;s - 482.12 DHRH meets and will continue to
ased on hospital contract : ent . meet the requlafi ) .

photographic document reviews, faciltiy tours and have ;n effeggt!i?fgc’;ot\?;rggg‘g;?isy?ezcﬁgjtai ©

interviews, the hospital's Governin : i .
Sl member interview o J | responsible for the conduct of the haspital as

Body failed to effectively assure that the services
provided by contract services was provided in an
acceptable standard of practice as evidenced by

an institution.
Plan of correction:

ABDRAT%!RECTOR‘S O;FROWDERISUPPLIER REPRESENTATIVE'S SIGNATURE TITLE . {X8) DATE
I~

L T (o 28 s

ay dr ‘)(y staternent andinM an astefisk (") denotes a deficiency which the irstitution may b2 excused from comecting providing i{is delé;mined that
her s ards provide sufficient prolection ta the patients. {See instructions.) Excezpt for nursing homes, the findings stated above are disclosabie 90 days
llowing the date of survey whether or not a plan of correction is provided. For nursimg homes, the above findings and plans of correction are disclosable 14
s following the date these documents are made avaifable to the facllity, If deficiericies are cited, an approved plan of comection is requisite to continued

ogram paricipation,

RM CMS-2567(02-99) Previous Versions Obsolele Event 1D: RKTT11 Facility Il 20000035 If cantinuation sheet Page 1 of 2.



DFS 400

PRENTE—D.

C 02

DEPARTMENT OF HEALTH AND {3B1AN SERVICES R A2
CENTERS FOR MEDICARE & MEDUADSERVICES - __OMB NO, g5
STATEMENT OF DEFICIENCIES {X1) PROVIDERISUPPLIER/CLIA 11X2) MULTIPLE ConsTRUCTION - (X3} DATE. SURWE
AND PLAN OF CORRECTION IDENTIFICATION NUMBER COMPLETED

Rt A. BUILDING o

‘ 1B WING C
340073 . 01/13/20

NAME OF PROVIDER OR SUPPLIER

DUKE HEALTH RALEIGH HOSPITAL

‘ STREET ADDRESS C.IT\;",—‘S"l"ATE. EFP CDDIé
.= 3800:WAKE FOREST.RD
RALEIGH, NC 27609

(X4)1D ~ SUMMARY STATEMENT OF DEFICIENCIES ~ » _PROVIDER'S PLAN OF 'coga‘e’cﬂb:’q‘ i ,
PREFIX (EACH DEFICIENCY MUST BE PRECEEDED BY FULL © PREFIX {EACH CORRECTIVE ACTION-SHOQULD: BE comi
TAG - REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS:REFERENCEDTO THE APPROPRIATE 5
L ‘ ) DEFICIENCY)
A 006 | Continued From.page 1 o A A 006 ADOE continued
| acceptance and utilization of commercial drums i _ :
- filled F\ivith hydraulic fiuid instead of the correct - . Deveiopment of policy: Receipt and 01.0
' sterilizing detergent used in the sterilization Usage of Products for CSR '
process for surgical instruments. R Decontamination Washers {Director,
| _ . Surgical Services) {Addendum 1), :
The findings include: o Policy implemented {Surgical 01.07
R Services Operations Manager)
Cross refer to Tag A 0027 ~ "Contracted o Inservice provided to CSR staff. | 01.07
Services” ‘ {Surgical Services Operations
Manager)  (Addendum 2)
A 027 | 482.12(e) CONTRACTED SERVICES A 027 Monitor: 100% completion of og.
'. ' . ' {Surgical Services Operations Manager)
The governing body must be responsibie for ' (Addendum 3)
services fumished in the hospital whether or not ‘
they are furnished under contracts. The . ' _
governing body must ensure that a contractor of - RelVfoOU of Matemi} Managgement policy: | 01.10.
services (including one for shared services and Shipping and Receiving policy/
joint ventures) furnishes services that permit the procedure (Manager, Materials Mat}
hospital to comply with ali applicable conditions of (Addendum 4) :
participation and standards for the contracted o Inservice provided to MM staff 01.104(
Services. {Manager, Materials Mgt)
_ (Addendum 5)
This STANDARD is not met as evidenced by: Momtqr: 100% of Stens' packing “Stsl
A. Based on contract services agreement are reviewed for appropriate
reviews, photographic document reviews, hospital documentatlon per policy. (Manager,
tours and staff interviews, the hospital Governing Materials Mgt)
Body failed to ensure that the services provided .
under contract to refurbish the parking lot * . Development of policy: Container 01.25.0:
elevators was provided in such a manner that Disposal, (Addendum 6) -
ensured the hospital's continued compliance with o Directors/Manage{s providad 02.16.0¢
all conditions of participation and by acceptable inservice (Addendum 7) :
standards of practice. This was evzf:fepced ‘by the o Engineering staff provided 02.17.0¢
comtractors discarding hydrautic fluid into bins . :
labeled as "Mon-Kienz," a neutral pH detergent, lnsewfce (AdF!endum 8)
and abandoning the bins on the hospital premises © zgz?gntlglg gg:;g:g gp(egrsagosr:ﬁ. 01.07.05
without forewarning hospital staff. Manager) (Addendum 2
- |
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A 027 | Continued From page 2 AD27{  ADOG continued
The findings include: o Lo
L B R R * Revision of Recall of Sterilized or 01.2
Based on staff interviews on 01-10-05 at 1445, - - Contaminated items policy
the hospital contracted with Elevator. Service A -1 {Addendum 9)
(ESA) to refurbish 2 elevators in the parking deck ’ o Directo _
just west of the main hospital. The hospital prdv‘fée?’g‘;”a?”s 02.1
contracted with ESA since the main hospital, or : Add I‘Vife/
hospital A, had a current contract with the : (Addendum jJU , ,
"company. The interviews revealed the hospital, or - © ORstaff provided inservice | 02.1;
Hospital B, is an affiliate to Hospital A and all ’ {Addendum 1) -
contracted services must be approved and - oG8R staff provided 02.17
arranged through Hospital A. inservice (Addendum 12)
A review of the ESA contract dated 01-21-04, -
revealed the contract was signed by Hospital A's *  Develo ;
Asst. Vice President, Procurement & Supply R ped and implemented a Waste 03.25
: emoval amendment to all Service
Chain Mgt. .
. 7 Agreements. (Addendum 13~

The first elevator was refurbished between May
and June of 2004, The elevator was approved by
the NC Department of Labor on June 24, 2004,
The interview revealed that the contracted service
was executed without problems. The second
elevator refurbishment was started in July 2004
and completed by mid-September 2004,

On September 15, 2004, a administrative staff .
member was touring the hospital's grounds and
noted approximately 10 -12 barrels or bins .
covered with shrink wrap and sitting on a palate in
a corner of the physician's parking area which .
was approximately 40 - 50 feet from Elevator # 2. .
Along with the bins, they noted 3 used toilet and a
air handler. The administrator notified
environmental services anhd engineering to look at
the items and determine where they needed to go
rather than being stored in an outdoor, open area.

Engineering noted the bins had a Steris,
Mon-Kienz fable on each and nofified Central
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Continued From page 3 A 027 | AD27

“Sterile Reprocessing (CSR) departrent. A CSR
| person noted that the bins had a shipping label

| calied materials management at Hospital A and
| was told that the 10 bins belonged to Duke; but

[ low.of detergent they order one day prior to usage

printed, "Duke North", or Hospital A. This person

that they did not need them and informed Hospital
B to call Hospital Supply Company (HSC) and
have therm pick them up. The discussion failed to
address how so many bins armived and whether
the shipping labels noted the actual dates of'
shipment. Hospital B normally only uses 1 bin per
month and when it is ordered, # armives within .
24-hours and is delivered to the receiving dock
and materials personnel check the item(s) in,
inspect for product integrity, check for appropriate
procurement information and deliver-the item to
the appropriate area.

The interview further revealed that HSC picked up
the bins on October 2, 2004, or 19 days later, and
placed the bins back into inventory in the |
Durham, NC, warehouse, Hospital B staff stated
that no paperwork was exchanged with the pick
Up. On November 3, 2004, Hospital B ordered
one 15-gallon bin of Mon-Klenz detergent to be
used by CSR in sterilizing surgical instruments.
The interview revealed that when they are running

since there is no area to store the bins.

A review of a document from HSC to Hospital A
dated January 8, 2005, revealed that HSC -
shipped a total of 1 drum of Mon-Klenz to
Hospital A, 3 drums to Hospital B, 5 drums to
Hospital C and 2 drums to Hospital D during the -
months of November and December 2004. Al

482.12(e} DHRH meets and will continue to
- meet the regulation that requires that the
goverming body must ensure that a contractor
of services fumnishes services that permit the
= hospital to comply with aft applicabie
-1 conditions of participation and standards for
the contracted services.
Plan of correction; :
= Development of policy: Receipt and 01.
Usage of Products for CSR
Decontamination Washers (Director,
Surgical Services) (Addendum 1)
o Policy implemented (Surgical 0t
Services Operations Manager)
o Inservice provided to CSR staff. | 01
(Surgical Services Operations
Manager) (Addendum 2)
Monitor:  100% completion of log.
{Surgical Services Operations Manager)
(Addendum 3) : ' ‘

*  Revision of Material Management policy: | 01.1
Shipping and Receiving policy/
procedure {Manager, Materials Mgt)
(Addendum 4) :

o Inservice provided to MM staff | 01.1(
(Manager, Materials Mgt)
{Addendum 5) ‘

Monitor: 100% of Steris packing lists
are reviewed for appropriate
documentation per policy. (Manager,

drums were accepled without questions at each Materials Mgt)
facility. In actuality, all the drums or bins defiverad
were filled with petroleum-based hydraulic fluid oil
Event ID: RKTT11 Facility I 20000038 - I continuation sheet Page 4
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A 027 | Continued From page 4 A027| - apo7 continued
-| which had been drained. from elevator #2 prlor o
refurbishment. ‘ * Revision of Construction Risk 01.24
A review of a photograph of the 3 drums received Assessmggt iggg , (A?df? ndurg 1;) -
1 at Hospital B revealed the bins cohtairied fluid =g oeting stait provide 4 0222
with & coloring of maple syrup. Observation of an _ Inservice (Addendgm 15"
actual container of Mon-Klenz revealed a fiuid Monitor: 100% of Construction Rounds
with a similar color. . Compliance Monitor are submitted to
DHRH Safety Officer to monitor
Once the incident was discovered and the origin compliance with site inspections {Director,
of the bins were determined, an administrative Engineering and Safety Officer)
staff member called ESA to question what had
occurred. The administrator was toid by a . . . .
fepresentative of ESA that the hydraulic fluid from gevelopme;égf pghcy Gontainer 01.254
Elevator #1 was drained into the same type of Lisposal, (Addendum 6)
bins, obtained from Duke Hospital or Hospital A, o Directors/Managers PmV'd“% 02.16.1
and prompty transported to a Durham, NC, inservice (Addendum 7)
recycling tank. After Eievator # 2 was finished, the o Engineering staff provided 0217.(
ESA representative "assumed” that the recycling inservice (Addendum 8) e
tani in Durham was full, therefore the bins were o Inservice provided to CSR staff, | 01.07.C
left at Hospital B for future pick-up. The Rep'was (Surgical Sefvices Operations
unable to state what a reasonable time period Manager) (Addendum 2)/
should be prior to pick-up. The Rep stated a call
was made to the hospital o see if the "bins were *  Developed and implemented a Waste 03.25.0
still there,” and he was told they were gone. The Removal amendment to all Service,
Rep is not sure who called. or when the call was Agreements. (Addendum 13) -
made. Interview with the plant manager at
Hospital B on 01-13-05 at 1545, revealed that he
could find no one who claimed fo have received a
call from a ESA employee in either November or
December 2004. No employee from ESA was
available for interview.
A review of the contract agreement with ESA
under "Terms & Conditions," revealed, "All work
shall be accomplished in a professionat and
workmanlike manner by gualified, careful, and
efficient personne! using good, pertinent, scientific
and technical procedures, practices and
Event ID: RKTT11 Fadility ID; - 20000038 If continuation sheet Page 5 of 2.
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A 027 | Continued From page 5 A 027
standards.” It further states, "While on _
University's premises,; Contractor, its employees
and subconiractors will adhere 1o the University's
‘policies.and regulations including but not limited
te parking, traffic and security regulations and ' A ' _
with zll-other ordinances, laws, and regulations -
that may be required by Federal, State and Local
Governments or Insurance and Health Agencies
while performing work and supplying goods under
| this contract.” -

it further states, "Contractor shall advise
University's Procurement Services in writing and
in advance of all plans or activities that may
reasonably pose a danger or nuisance to general
public or {o the physicai faciifies of University.”

A review of the Material Safety Data Sheet
(MSDE) for the hydraulic oil "32" or petroleurn
lubricants contained in the errantly marked bins
had a hazard rating of 1, or slight, under Health,
Fire and Contact (to skin).

Consequently, the Governing Body of Hospital B
falled to adequately oversee the services
provided by ESA, which in viotation of the
cantract, fatled to notify the hospital of the
possible hazards of bins filled with hydraulic fluid,
improperly marked, remaining on the hospital
premises once the job was complete.

B. Based on contract services agreement
reviews, photographic document reviews, hospital
tours and staff interviews, the hospital Governing
Body failed to ensure that the services provided
under contract to supply the hospital with
sterilizing detergent was provided in such a
manner that ensured the hospital's continued
compliance with all conditions of participation and
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. A 027 | Continued From page 6 A D027]
-| by acceptable standards of practice. This was
evidenced by the HSC employees delivering bins
.of hydraulic fluid errantly labled as Mon-Kienz
_detergent to 3 separate but affliated hospitals (A,
.B, & C) and one non-affiliated hospital (D).

A review of a document from MSC to Hospital A
dated January 6, 2005, revealed that HSC
shipped a total of 1 drum of Mon-Klenx to
Haspital A, 3 drums to Hospital B, 5 drums to .
‘Hospital C and 2 drums to Hospital B during the
months of November and December 2004, All
drums were accepted without questions at each
facility. in actuality, all the drums or bins delivered
were filled with petroleum-based hydralic fluid oil
which had been drained from elevator # 2 prior to

refurbishment.

-1 A review of the HSC "Medical/ Surgical Supply
Distribution Agreement” with Hospital A and it's
affiliates, Hospitals B and C, signed and dated by
the company on 11-02-04 and sighed and dated
by the CFO of Hospital A on 10-07-04, under
"Schedule F, Returned Goods Policy," revealed

the following.

All shortages or overages must by reported (by
the hospital) within 72 hours. HSC "will authorize
the return of ali products in a salable condition
with the following exceptions:...
products returned in defaced or other than
original packaging. Customer must inspect all
shipmenis the same day they are received
(visible damage). Visible damage must be noted
on the delivery and inspection requested from
delivery carrier or claim will be disallowed."

Further reveiw revealed that under, "Product
Returns: All returns must be authorized by HSC

Event ID: RKTTi1 Faciity Il 206000038 if continuation sheet Page 7 of
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of receipt. Products must be accompamed by the

‘must be approved by HSC's QA/RA organization,

A reveiw of a photograph of the 3 drurhs received

.1 milky, however this bin had maple syprup colored

| inside and another representative then shipped a
bin marked Hinge Free with the incorrect fluid, to

provided by HSC, which in violation of the

Customer Service represéntative within 72 hours -

authorized retuns paperwork.” Under, "lnventary
Buy-Back Addendum; 6.0 All inventory purchases

Al products purchased must, be undamaged and
resalable.”

at Hospital B revealed the bins contained fluid -
with @ coloring of maple syrup. One of the unused
bins was actually labled, "Hinge Free {lubricant).”
The actual color of Hinge Free solution is white or

fluid which was actually hydraulic fluid oil. A
interview with staff on 01-10-05 at 1445, revealed
that Hospital B materials staff erroneouslty
accepted a bin labled Hinge Free as Mon-Klenz.
Also, a HSC representative accepted a returned
bin marked Hinge Free with a non-milky fluid

Hospital B, whom had requested Mon-Klenz
detergent.

Further review of the photograph revealed that
the unused bin marked Hinge Free with the
incorrect fiuid inside did not have the appropriate
cap or metal seals around the two openings on
top of the bin, The absence of the seals would
indicate the bin had been opended or tampered

with.

Consequently, the Governing Body of Hospital B
failed to adequately oversee the services

contract, failed to follow company policy when
picking up and receiving surplus or excess
haspital supplies which includes the appropriate
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