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FROCESE TECHNOLOGY QUALITY STATUE AND IMPROVEMENT FILAN

A. SUMMARY

On June 27, 1990, the NRC placed Process Technoleogy's facility on
its "Priority Facilities" list, As & result of that action, it is
congidered necessary and appropriste to formally document
actiens, either already impiemented or planned, ¢to improve
Process Technelogy's performance, This document, the Afetails of
which ¢fellow, has Dbeen given the title, "Process Technology
guality 6Status and Irprovement Flan" (henceforth, "The

Improevement Plan"),

The Improvement Plan had .ts origine in a policy statement issued
by Mr. Scandalics on March &, 19E9, a few weeks after his arrival

at Process Technelegy. This Pelicy is to:

3. Receive only those products clearly permitted by

appropriate regulatory authorities; and

R To handle, irradiate, and ship all products so that
they!
- consistently conform te the regqguirements

established;
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are in full er~npliance with all applicable
legal regulations:

rmeet specifications established by the
products owner; and

comply with Precess Technology's internal
standards to assure the guality of
irradiation service, product handling,

and erployee safety.






C. ACTIONS TAKEN TO IMPROVE PERFORMANCE

1. Istablishinc & New Management Tean

Following the resumption of operations in 1986, there was a
series of temporary Presidents at Process Technology. When Mr.
Scandalios arrived in late February, 1989, he began a process of
evaluating cperations at the facility and the other facilities
owned by Process Technology's parent corporation. His first
pricrity was to develop an effective management team. This new
management team was needed to assure compliance with company
procedures, to run our facilities safely, and in accordance with
goverrment requirements, The lessons learned from the U.S.
Nuclear Regulatory Commission, Region I inspection in March,
198§, and the enforcement conference in April, 19%8%, heljpa2d to
confirm Mr. Scandalios' belief that tough, hands~-on management
would be necessary to bring about the type of operations

appropriate for Process Technelogy's activities.

As will be explained in detail below, & number of efforts were
commenced to change the attitude of Process Technology personnel.
In fact, these efforts included not only that facility, but also
the other facilities run by Process Technology's parent
corporation., It was made clear to management and employees that

the cormpany was ¢to operate in strict compliance with all
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procedures. One result of these efforts was that managers who did
not demonstrate the ability or willingness tc operate under this
policy resigned or were asked to resign. Other technically
competent people who believe in and are committed to the new
safety attitudes and policies at Process Technology, were
assigned to the responsibilities of those individuals who had
left. This included management changes at every one of the

facilities cperated by FProcess Technclogy's parent corporation,

In additieon to the abeve, & Radiation Safety Comnmittee was
created to make sure all levels of manage.ent were informed of
end nxade responsible for, correcting deficiencies identified
through internal or exterrnal audits or inspections. The Vice=
President fer Quality, whe had been identifying problems in the
past, but wheo had Jlacked the authority to assure corrective
acticons were taken, assumed an enhanced Vice residential
pesition which included & role as the Corporate RO, In this new
pesition, he has the authority and the responsibility to follow
up on problems he identifies, to be certain that adeguate
corrective actions are taken., Further, an experienced and degreed
RSO, with a background in administering & government radiological
safety program and in operating the irradiator at Process
Technology, assumed the RSO position at the facility during 19é€$.
Our RSO's resume is previded for inforuation as an attachment to

our improvement plan,
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We believe tie above changes, as well as the actions described
below, have served to create 2 management team that heg krought
about & substantial improvement in sufety and effectiveness to

Process Technelogy's cperations,

Ve will continue to monitor the effectiveness of our cryanizetinn
and our managers to ensure thiat the new team will achieve our

safety goals.
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i, AL nnion te "Deoing Things Right"

Fuliowing She April, 1989, enforcement conferance, it was made
clear to employees that they were expected to follow the strict
guidelines set out by the new president., As described above
several) significant management changeg were necessary, and were
made, in the process of creating @& team that hae nucleay
excellence us their goal. These changet were not .iimited to the
corperation's ¥ Jersey faclility. They included munagenme.t

chinges &t both the North Carclina and Arkansas facilitfir

Pro<ess Technol . gy's new team is dedicated te <.r poliv ' of!

* essuring all eareas of  operatiens are in strict

compliance with g ernment regulaticns:

- assuring ALARA orinciples are considered;

- plazing an erphasis on prevention!

- espuring corrective actiens are taken promptly:

- naiptaining stufety wus the parsmount concern in

everysne's wmind: and



- working to assure things are done right 1008 of the

time.

Positive resultd of this policy were evident in changes in
employee atti‘udes and improved attention to detail. Several

examplex re,ve to illustrate these changes.

Aftexr “.he ne manavement team was in place and after efforts to
communicate tie rlilesochy of strict compliance to all Fiocess
Te:,nc.ogy y€.2oinel »:.ru cornmerced in the second and third
quarters »f 158%, ocess Technelogy's internal audits showed a.
oeverd.} insrovement in ettivtiofar o perforriiive in Frocess
~8uarticyy's cperaticns. ite (el /v %.: improvement shown in
these audi: i8 ev.dence <«.at th- +o-orite philosophy was
beginxong te reach all levelg =t o operatiens. Copies ¢f the

audit reperts are availakle.

One example o©f what we bDb2lieve is an improvement 4in both
ettitudes and performance was the hasslin’ of an exposed filwn
badge vhich, we believe, vas well manijer * the new tear. The
NRC wag npnotified immediately, with goou communicetiors and
cooperation on both sides, and the even. was satisfactorily
resclved. (NRC Region I Report No. 030-0702%/90-002, March 20,
1680).
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4. Frevensive Maintenance and Emuip.ent Perfermance

Process Technology has increased its enphasis on eguipment
perfornance and preventive wmain.enance. Dircussions are held by
the plant RSO, the Corporata RSO, and the Operators to locate
posgible probdlem areas and to take appropriate corrective or
preventive actioen. One exarmple of this is the procurement and

installation of & Lacksup corputer terminal for the irradiatoer,

Cne ©f the major efforts by the new tearm was a revievw of
irradiater operations. In the revievw, esafety features and
cperations were velidated., fome were lidentified &s reguiring
improvements, a&né those improvements were made. The Preventive
Maintenance (PM) procedure wes improved. Replacement parts are
being docimented and tracked. Management reviews the PK .ecords
to deterzine itens of concern appropriate for preventive actions.
For exanple, documentation showed that the £0 second time delay
start-up switch in the cell was requiring freguent replacement or
repair due to its presence . in a high radistion area. Upen
evaluvation, additional shielding was installed to reduce the rate
§ deterioration. As a result of concerns expressed by NRC,
Process Technology is ealse paying cleoser attention to the
performance of approximately 21 limit switches in the irradiator,
We are traching the performance of these switches to deternine if

ard when corrective or preventive acticns are reguired.

P ——
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. Btalfing

The conmpany has focused attention on concerns expressed by the
NRC in the past regarding staffing and supervieion of the shifts.
It eppeared to the NRC that back shifts were staffed by the
nevest, least trained personnel, As 2 result of those concerns,
Radistion Safety Audits are conducted to pericdically review all
shifts and cnerators., Additionally, coperators assigned to the
night shift must first qQualify with a seasoned operstor and are
assigned only after the RSO is satisfied that they should be
placed on that shift, Management, including the Plant Manager,
the Vice President of Quality, and the Fresident make unannounced

visits to the operaticnal areas ¢n all shifts,

The responsibility ¢f maragenent %0 deternine the adeguacy of its
cperations is fully recognized by Process Technelog,. actions eof

the type stated above will continue to be conducted,
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€. Trairang

Historically, training was not consistent, regular, or well
donumented in that lesson plans and attendance sheets wer: not
utilized. With an emphasis on improving training, lesson plens
have been prepared, continue teo be added to, updated, and
utilized, Training schedules e&re prepared in advance and aill
cperators receive regular documented training. Some type of

training is given on approximately a monthly basie.

During training it is stressed that if there ie any doubt about
how to proceed, or doubt about whether a specific action is
permitted, clarification from management is to be received even
if it means operaticne wmust be stopped until the issue is

rescived.,

These actions reflect the corporate philosephy that the most
inportant asset of our company is & well trained staff., Manager's
svaluations or eppraisals are based, in part, on the training

they have given their staff,

Our efforts, fully supported by management, will continue.

——
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7 anprevenmente and Adherence to Procedures

After the April, 1585 enforcement conference, procedures relating
te drradiation safety were reviewed by Operations, Corporate
Quality, angd an outside Radiation Health Physics Consultant. As a
result, a number of procedures were rewritten and improved. Also,
the procedure contrel system has been given new emphasis.
Procedures are nurbered, dated and approved by management,
Cperational and radistion safety procedures have beern gubmitted

t¢ the NRC for review.

The corporate message has been emphasized that procedures must be
correct and followed. This approach te safety has been emphasized
by written warnings te some people whe have not complied with our
poliey. In one instance arn erployee was disrissed who did not
heed formal warnings., Manegers' evaluations or appraisals are
based, in part, on the level cof compliance achieved by them and

their staffs.
Procedure review if an on going task, Plant managers have
programs for reviewing procedures and procedurss will be reviewed

et intervals of epproximately two years or as necessary,

The ermphasis by management on procedures will continue.
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9. Reperting to NRG

Process Technelogy understands its duty and is committed to
providing, accurate and complete Iinformation to the NRC in all
communications, We will continue to Dbe sensitive n our
communications and responsibilities and will promptly take action
when necessary to assure ourselves tha, the NRC has received or
is receiving eccurate information, We believe the handling of the
£ilm badge incident displays the type of prompt and effective
communications that Process Technology wants to have with the

NRC.

Kith regard to .he computer signal preblenm discussed in more
detail below, although the NRC agreed there was no safety concern
or viclations, there was concern whether it would have been
appropriate to inform the NRC. Although, te our knowledge, the
incident was not reportadble, we intend to be nore sensitive to
issues which, although net reporterle or c¢f safety corncern to the
NRC, may be of interest to the NRC., We will attempt in such
situations to establish, through telephone contacts with the NRC,
wvhether additional infermation, including written follow-up, may

be desired.

Management will continue to ermphasize the .mportance o. reperting

events tc the KRC.
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30, Eafety Ivaluations

All persconnel have been made aware that the irradiator must
cperate in accordance with epecifications. No on the spot
solutions are acceptadble. Recently, corrective action was
necessary on @& faulty computer signal from a limit switch., Ald
eepects, dncluding radiclogical safety, were discussed and
evaiveted by the RSO and the Corporate RSO, Other than routine
pALnTenance O preventive maintenance, vwe will continue te have

all preriems reviewed by the RS9,

The RSO will reviev any unusual irradiater probdlems with the

Corperate RSO or President, pricr to restart.
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1. Independent Audits

Fren February 26, 1986 to March 21, 198F the NRC PFegion 1
inspectors visited Process Technology's facility approximately 38
times, On only 3 of those occasions were violatiors noted. These
were relatively miner. Two of the vieclations were Severity level
4 and one was a Severity Llevel 5., From August 16, 198§ to July
31, 1990, akout five inspecticns were conducted which noted twe
relatively minor Severity level ¢ violetions. Only the one
inspection conducted in March, 1985 hes resulted in special NRC

attention,

As required by NRC, nine gquarterly, Independent Auvdits were
conducted by Mr, Michael Slcbodien, our health physics consultant
and former NRC enmployee, between Februiry 168E and March 1980,
Eleven internal audits were conducted by the Vice-President of

Quality between January 1988 and June 1880,

These sudits and the NRC inspections provaded valuable
infermetion that was used by Process Technology, particularly
after the creation of the Radiaticn Safety Committee, to improve

cperaticns,

The above discussions have highlighted the acticns already taken

gince 19B6. Most of these actions have been implemerted since
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John Scandalios assumed the Presidency of Process Technology.
While we fully intend to continue the above effeorts, the
piacement ©of Process Technelogy's facility on the “Priority
Fecilities" list indicates that nrore must be done. The seceond
part of thie dimprovement plan describes additional actions
Process Technelogy dntends ¢to take to reach our geoal of

excellences.
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L ACTIONE BEING TANEN TO FURTHER JMFRCVE PERFORMANCE

is Communicasions

There is an obvious and important need teo further improve
communications and trust lretween the NRC and Process Technelogy.
Accordingly, the management vf Process Technology has launched an
effort to improve cormunications at all levels o©f the NRC and
Process Technology. Because ©f the difficult schedules of the
Commissioners during July and August, we Dbegan our efforts by
having visits from the Fresident of Process Techneology to each of
the Commissicners in accordance with their busy schedules. While
at NRC headguerters the President alsc met with senior management
ef the headguarters staff te irmprove communications with those
individuals, In addit.on a meeting was held between the Regional
Administrator and the President of Process Technology. We hope
that the visit with the Regional Adrministrator, or the Deputy
Regional Adninistrator, Dbecomes an annual event to provide

additional assurance ¢f goed communication.

We Dbelieve that it would be advantageous to have an NRC
representative, fanmiliar with operations at a variety of
raterials licensees, come to our facility and talk to Process

Technology management arnc operators once & year to discuss






2. Mainsedinaing and Inpreving Iopleyes Performancs

Process Technology plans to continue ite practice of holding
meetings with cperstors to discuss audit and inspection results
(internal, censultant, eand NRC) to assure that concerns related
to proper cperations are reaching appropriate individuals., In
addition, the President and/or Vice President will hold a meeting
wWwith enplicocyees or et least & semi-annual besis te review the
gtatus of audit findings, corrective acticns, the results of any
actions propesed as & result of "lessons learned information®

received from NRT, and to reenforce the corporate safety poliey,

We will reemphasize to @ell erployees that they have the
responsibility to question acticons that they believe tec be wrong
and/or gquestionable with respect to either NRC regulations

or company procedures. We wi'l reenphasize to all employees that
if they do not get a satisfactory answer to their questions, they
are to escalate the guestion through the mensgenment chain and te
the NRC if they are not satisfied with the ansver they are
receiving. The need to assure completeness and accuracy of all

coamunications with the NRC will be reconveyed to all employees.

We will continue to stress good communications with our employees

te assure cpen communication channels exist.



3. Ihe lnteurity Frosran

The current training program taken by all erployees will continue
to stress that, if there is any doubt adout how to proceed, or
doudbt about whether & specific action is pernitted, clarification
from management is to be received even if it neans operations
must be stopped until the issue is resclved. A key element eof
this continuing training program is the ‘“Standards ef Business
Conduet" or ethigs training program. The ethics training progranm
consists ©f formal regularly scheduled training regarding Good
Manufecturing Procedures and ethics. It ermphasizes honest and

trustwortny practices and lav abiding business activities,
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L. Mansgement Siatement

Mr. Scandalics has made it clear to management and other
erployees that any employee not adhering te the rules may be
dismissed. Those who did not believe or could not accept his
nessage are ne longer with the company. Our company will coentinue
te ceommit the management attention and rescurces necessary to
satisfy NRC concerng and to continue to improve operations. 1f
concerns remain with the NRC about our cperations, ve believe
that the above actions will lead qguickly tec a resolution of those
concerns., Process Technology wants to acknowledge that many of
the above elements of our Inprovement Plan were either suggested
er made more effective Dbecause of suggesticns and informetion
provided through NRC inspections or independent audits mandated
by €. These efforts have anply demonstrated that more can be
acconplished when NRC and Process Technelegy cooperate to improve
operations., We are committed 20 aechieving excellence in our
operations., We are determined to see Process Technology's

facility removed from the NRC's "Priority Facilities" liss,
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F.  Tabulesion OF Acticonsg

Attached to this Improvement Plan is a tadble which summarizes the
information contained above and which gives the status of each

action,

Attachrments:
A= Table ¢f Improvement Plan's Acticns and Status

B~ Resume cf RSO
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<ABLE OF
ANMPROVEMENT FPLAN'E ACTIONSE AND STATUS
ACTION ITEM ETATVE OF ACTION ITEM
C.1 Establishing a New C.1 A new Management team
Management Team. is in place that |is
dedicated to improving
Process Technology's
safety perrormance
C.2 Corrective Actions €C.2 The Radiation Safety

Comnmittee dis fully
functional and will
continue to receive

n&nagement attention.

€C.3 Attention to "Doing Things C.3 Management has taken and
Right" will continue to take any
actions necessary to

assure this philosophy is

urnderstood and

implenented,
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ACTION 1TEM SIATRE OF ACTION ITEM
C.4 Preventive Maintenance C.4 The improved Preventive
& Equiprent Performance Mainterance Procedure has

been implemented and will
continvue to receive

management attention,

C.5 Stafting €.& Process Technology has
completed upgrading both
training end experience
for operators, including
unannounced visits to the
back shift, These

actiens will continue.

€C.6 Training C.6¢ PFProcess Technology has,
and will continue te¢
implement its dnproved

training procedures.

i e e e e
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c.e

C.»

ACTION JTEM

TARLE QX
AMPROVEMENT PLAN'E ACTIONE AND _EIATVE (cont)

Inprovements and Adherence

te Frocedures

pocumentation

Reporting teo NRC

c.7

C.e

EIATUE OF ACTION ITEM

Process Technology's

procedure upgrade program
has been conmpleted., This
is an ongoing task which
will continue to receive

nanagement attention.

Maintenance of conplete
and accurate information
is Process Technology's
pelicy and management has
$0 informed all

exployees,

Frocess Technology has
sensitized enployees to,
and will ceontinue to
stress the importance of,
reporting events teo the
NRC.
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SIATUS OF ACTION ITEM

Meetings with each
Comnissioner, the Deputy
EDO, the Director of
NMSE, and the Regional
Administrator have been
held. Managenent will
coentinue to place
emphasis on good

communications.

Process Technology has
and will continue to hold
periodic meetings with
our employees to discuss
lessons learned with our

audits or inspections,

5
TAELY OF
AMPROVEMENT UE ACTIONS AND STATUS (cont)
ACTION 1T1EM
D. Communications D.1
D.¢ Msintaining and Impreving D.2
D.3 The "Integrity" training D.3

Program.

All employees have taken
this program as of June
1990, Future enployees
will also be required to

take this progran,
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