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August 1, 1989

Mr. John D. Kinneman, Chief
Nuclear Haterials safety Section B
United States Nuclear Regulatory Commicolon
475 Allendale Road
King of Prussia, Pennsylvania 19406 h//f

O*p d'License No. 29-13613-02
O **/Dear Mr. Kinneman:

V/6As agreed te at our meeting of July 27, 1989, we are resubrot.ing '
the qualifications of Paul 0. Shapiro and John Schlecht for the
positions of radiation safety of ficers for the Process Technology
- of North Jersey f acility.

Mr. John Schlecht has, in addition to his for:tal training at
Rensselear Polytechnical Institute, over one years practical
experience in Engineering at a Nuclear Power Station, an
e.dditional year experience as a Health Physicist at the National
Institute of Health, and over a years experience as Physicist at
RT:, including more than one conths actual tire operating the
irradiator.

While _at' RTI he has, under the supervision of the Corporate RSO,
been involved in the movenint of cebalt pencils, loading and
unloading cobalt from shipping flasks, calibrating radiatien
detection equipment, and has taken and evaluated radiation
surveys. He has over three months involvement with the design and
installation of the saf ety and operational contrels for the new
irradiator source rack.

Mr Schlecht has succeostully completed several courses in
Radiation science from Georgetown Graduate School and Rensselear
as well .as Radiation Safety Training Courses at the National
Institute cf Health. Copies of Mr. Schlechts' resume and details
of his training are attached.

To comply with NRC guidelines requiring 3 months (12 veeks)
actual OJT, Mr. Schlecht currently has cor.pleted 5 weeka OJT. In,

addition he has spent more than three months involved in the
evaluation, development and installation of the safety interlock
'and operational control system of the RTI 2102 -B irradiator.
This equivalent OJT should meet the guidelines as specified in
the Rog Cuide. In his new positien as Plant Manager he vili
continue to receive OJT and should have completed 12 weeks of OJT
about the end of September 1989.
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August 1, 1989
.

Mr. John D. Kinnoman, Chiefpage 2
addition to his

formal training at
School, has

York University Graduatedevelopment and managenent ofShapiro, in
paul C.

over 25 years of experience in thequality techniques. He has several
and NewMr. co;:,oge ofLycom:.ng implementationand development in the development ofand

sophisticated nanagementin the
exterlen:s is an expert regulatory af f airs,

technical training programs, in governmentyears

control systems, knowledgeableand a seasoned professional managor.
as Director and then Vice Presidentime he has developed RTIs'

He has been employed by RT! Quality for over 3 years. During that t(accepted by the NEC), has

audits and inspections
safety audit program

configuration controlledsafetyradiationradiation numerous deveicped RTIs' RSO operational
conducted{ reviewed by the - NRC) , developed with- the Corporatesafety, beenradiationof all facility changesnanual, related to

the RSO in move:ent of
procedure including those i

involved with the radiation safety rev ewf the R & D pool, monitoredprocedures assisted
,

i radiation caf ety, facilitiec,
cobalt and the start of the clean up o several RTI;

related to i ipated in radiatien surveysand review of
atof cebsit

the receipt and shipment
reviewed radiation survey data, part cas well as experience in actual

development
ao s:.ste d in thetesting, licenses,and water

radioactive material Radiological! irradiator operations. completed the RTI Handling of
successfully Toxicology, Officerseminars on

completed 40 hours of Radiation Saf ety
hasShapiro Saf ety. course, University and a 3 dayMr.

l Health . and on . Radiation
Toxic Materials,the Central Connecticut StateHuber Consultante,Inc. Emergency

safety Programs,Training at
ts. Copies of Mr. Shapiros'Stan. A.'

Radiationgiven byand Management,course .
3

Response and Record Keeping Requiremenresune and details of his training are a
ttached.Training

3 months (12 weeko)

has ? Veeks completed. He vill 2 veoks per monthrequiring.

To conply With NRC guidelines|

actual OJT, Mr. Shapiro currentlyat the rate ofOJT by the end of 1989,about

continue to receive OJTand should have completed 3 months ofinformation. Please advise ush Mr. Schlecht or Shapiro
;

' ' '
-

i
We appreciate your review of tn s*)' ?

have net the requirements as specifiedif your review finds that either or botin the Reg Guide.
+0,

f'@'$"-

!):$'d -

sincer |ely yours, | @
~. ,

.i
,' 0 ,

N. Scandali

-
'~

M[. J ohn' '

// residentM. Knapp (NRC)!': 1
. Pettenhausen (NRC)cet

*
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John D. Schlecht . . .
4

" .

; pducation
Pensselear Polytechnic Institute - Troy, NY

Physics, Nucioar Engineering minor , 1986.

B.S.

Coluxbia University - New York, NY
i M.s. Nucicar Engineering, expected 1990

Experience

R;I Inc. - Reckavay, NJ *
<

Corporate Radiation Physicist
January 1958 - Present'

2102-BAssisted in design and construction of R7:*
Irradiator.Managed desitetry prograr. for garna steri:,12ation service*
utilizing Cebalt-60.
In charge of management and shipment of negacurie ancunts of*

I Cobalt-60.Drafted corporata precedures to conply with NRC and TDA*
(;00TR, 21CTR, 49CTR).regulations.Draf ted NRO license anendments f or all corp 0 rate f aci',ities.*

Instructed enployees en radiation safety.
Desigt.ed source leading nethods to maximits throughput

*
, *

over 30 days experience in operation of core.ercial garnae
; irradiator.Designed method to characterite field utilizing OPJE/R$!C*

.CADGP computer code.

National Institutes of Henith - Bethesda, MD
Health Physics Associate
1987

Managed radiological. safety program f or area containing
-

over 300 laboratories in large biomedical research f acility.*L

Program covered a broad range of Health Physics.

responsibilities including contamination surveys and
control, exposure control,. personnel training and
consultatien.Instructed classes-en radioactive vaste nanagement for NIH*
cource "Eadiation Satety in the Laboratory". ,

'

Performed shielding and desinstric calculations.e'
Draf ted technical paper detailing calculations of Beta*
exposures to the lens of the eye.

-

Administered radiotherapy doses to patientn.*
Doeonmissioned radioactive vaste handling f acility,' *'

l

- - . - _ _ ,. . _ _
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Virginia Power - Surry Nucioar Power Station
.

Plant Performance Engineer - Coop
1985 - 1986

Reviewed a'nd updated technical docunants to conforn to NRC*
requirements
Assisted senior staff in flux taps, sr.ubbor inspections and*

other plant engineering tasks.

Applicable cources

Undergraduate - P.enecelaer Felytechnie :nst;tute

Radiclogical Engineering, Nuclear Reacter Analysis,
Roactor Engineering, Nuclear Energy Conversien, Heat
Transfer, Plasma Engineering, Cuantun Payaics 2 :2 III,
Physics : II III, Experitental Physico, Chenistry I II, '

Pundamenthi Particles, Inter:cdiate Meehanics, Physical
Thermodynamics, Holography, Astroncey : ::, 6 Advanced Math
courses.

,

Graduate - Colunbia and Georgetown Universition

Radiation Science / Radiological Physics, Nuclear Technciogy

Special - National Institutes of Health

Radiation Safety in the Laboratory, Radiation Stfoty for
Authorized Users of radicactive n.aterial

Skills

Operation of nuclear instrumentation.
BASIC, FCRTRAN, PASCAL, IBM 360/370, PC's
PARDES, GRACE 1, QADGP, HECTIC, FCOST, RADSTRS cenputer codes

Fonors

Rensselaer Dean's List of Distinguished Students.
National Institutes of Health Merit Award.

-_ -- ., -. .
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RSO Trainine - Jehn D. S cMr.chf,
page 1 of 2

; IhCJLill IIA 1.!iiD'3,

! 1/4/88 - 7/15/88 Assisted in design of Safety Interlocks
and control system of RT1 2102-B

4
,

irradiator. Design co-60 configuratico
for Irradiator.<

1/11/88 - 1/12/88 Leaded 200,000 curies of Co-60 sources-

into North Carolina's source rack.
7/16/88 - 8/1/88 Assisted in construction of RT: 2102-B

irradiator.
5/9/88 Loaded two _GE model 1500 casks with '

120,000 curies of co-60.
.

S/12/88 Loaded two GE model 1500 casks withL 43,000 curies of Co-60.

S/16/88 Leaded two GE model 1500 casks with'

56,000 curies of Co-60.

6/15/88 Loaded 90,000 curies of Co-60 into North
Carolina's source rack.

7/15/88 Unicaded 197,710 curies of Co-60 from
AECL F-168 shipping cask at North
Jersey.

' 7/30/88'- 8/1/88 74aded 838,737 curies of Co-60 into
North Jersey's source reck.

- 8/14-30/88- OJT on RTI 2102-B irradiator.
Equivalent to 2 weeks full ti::e.

10/12/88 Passed RT: Irradiator Operator
Qualification Exam with 94% score.

11/20/88 Unlcaded 486,591 curies of Co-60 from '

South Jersey source rack.,

I

11/21/88 Leaded 3 63,4 4 2 . curies of Co-60 into two
_

GE codel 1500 shipping casks.

11/22/88 Unloaded 363,311 curie's of Cc-60 - from
two GE model 1500 shipping casks at
North Jersey.

11/23/88 Leaded 123,149 curies of Co-60 from GE
model 1500 shipping cask.

_ _ __ _ ._ - . . . - - . _ --
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RS0_Tr.Altim - John D. Schlqrht_

,

page 2 of 2 ;DfM.Lul IIAlninq
!

11/23/88 Unloaded 123,149 curies of Oo-60 from GE
*

model 1500 shipping cask. l

11/24/88 Loaded 1,290,489 curies of co-60 into
North Jercoy source rack.

7/13/89 - 7/28/89 OJT on RTI 2102-B irradiator. Equivalent
to throc weeks full timo. Total to
7/28/89 e five (5) weeks of OJTtraining, quals

f
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PAUL O. SHAPIRO

.

QUALITY ASSURANCE.,NATE MANAGEMENTPRODUCT/ PROCESS DEVELOPMENTCORPO

S TMARY_1. More than 25 year's experience in the development and i

managenent of sophisticated managen.ent and quality
control techniques and processes in the irradiation,
phartaceutical, and health caro fields. . . develcped doninetry and i

operational cystens for control of contract ganna sterilization |
of redical devices, pharmaceuticals, coscetice and food products |

...oxportice in govarnnent *icensing and regulatiens, donostic.

and internationai. . . development of new products and processes f or , I

increased market penetrat'.on. . . proven talent for innovative
approachos and problem solving.

E'< PTED'CE/. 1986-Present...RTI Inc., |

ME~Lt!IJLTJJ. Rockaway, New Jersey

As Vice president of Quality am responsible for i

the development, impienentation and naintenance of a total |
'

Quality Program ineleding t.he monitoring, auditing, and
inepection of Radiological Health requirements. |

Developed and implemented Corporate procedures with a
configuration controlled manua'. to include all cenpany functions.
Irp*.ecented a Corperste Quality Policy, audit function, and
systematic approach to operations. Validated quality procedures
and implenented new analytical techniques resulted in substantia *.
cost savings. Developed, implemented, and monitored state of the
art desitetry systens.

organized and produced Corporate policy state:ents relating to
all phaces of enployee activity.

Updated preventive caintenance and material processing syste:s to
reduce cost and co: ply with regulations.Doveloped new systers to
assure compliance with government regulations. Developed
operational training prograns and assisted in training of
operaterc.

D B C-19JL3.cylqn R e sicleh ce nt er . Edisen. New_ Jersey

As Associate Director-Quality GMp Compliance-World Wide was
recponsibio for the development, management, and administration
of a corporate quality assurance and good manufacturing practice
cenpliance program. Involved providing prof essional quality and
GMP guidance to all company facilities in the cosmetic division,
worldwide.
As Dean of the Revlon Reccarch center Institute f or Quality had
the responsibility of developing, administrating, conducting, and
implementing training for Revlon nanagenent worldwide.

. . - - __
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Paul 0, shapiro...pnge 2
*
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1980-1996. .Revlon Renearch canter, _ Idison, New Jersey (qnnil
Acconplishne nts's

Developed and wrote a goed nanufacturing practica...

nanual used by all facilities.

teveloped training programs and instructed quality...

canagers, GMP managers, general managers, and other s

plant porsennel worldwide on QA/GMp requirements.
,.

Oeveloped and utilized a GMP audit checklist and...

reported to top managotent each plants conpliance.
.

provided assistance to manufacturing plants worldwide...
' .

fer the preparation of procedure ennuals, training
programs, internal auditing and tent nothods.

OcVeloped and implemented a GMP progran in one of the...

largest plants which reduced contamination proble=s to
altest zero.

Asristed nanufacturing plants trouble shoct systens and...

develop corrective activn plans. In ene area developed
a computerized systen resulting in savings over
$120.000/ year.

1r'2 *9ee...vhatran. Inc. clitim New Jersev
.

.

Director of Quality. Assurance for the chemical Separations
Division cf this international co pany, ty responsibilities-
covered establishing new company-wide GMP procedures tsnd written
manufse:uring, and test procedures. Represented the cua.pany in !dealings with FDA, OSHA, and IPA: prepared written nanuals and

|trained line personnel at all levels to comply with Medical ~

Device laws, created a complete product recall system in line
with TDA guidelines.

.

Accomplishments:

Inproved QC procedures resulting in a 50% reduction in...

testing tine.

Planned an automated computer-controlled test...

evaluation procedure to reduce evaluation time by 75%.

To satisfy TDA on compliance tatters, prepared Device...

-Master Records, initiated Device History Records,
developed and wrote Quality control manual and conpany
GMP nanual.

Irproved inventory centrol to save $B0.000 the first...

year.
|

- _ _ - _ _ _ _ _ _ _ _ - _ _ - _ - _ _ - - .
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paul 0. Shapiro...page 3
,

.

1E0di'22.uaKILrrn:J.rkntJharnarmtt.iraL_C.ct;s.nny. Morr.if _ P1ainr s
_ liny _le r a e v

Senior Scientist with General Diagnostics Division, responsible
for pilot plant develepr.ent of diagnostic tost kits and reagents.
Perf ected necoccary analytical quality control test procedures
wrote and tested ranuf acturing procedures.

1L6 9 - 19 '10. . . Vv elh_lat e.r_a t o r i e s eltu!nor . P r u s.Lv m d A

Ac cuperviser , repcrting te the V.P. Product Coordination,
maintained health registration of Wyeth drugs throughout the j
world, coordinated all phases of registration including clinical ,
trials, ph m acology, texicology, analytical studies, labeling,
packaging, pttents, 1: censing, and government regulations.
L'tilized r.ncviedge of TDA rules dealing with IND's and NDA's as
won as hrtelth registration laws worldwide; had contact with key
governzent efficials verldwide. Accomplishnents:

i

Osveloped eystem to maintain health registration status...

ter over 50 products in more than 70 countries.
;

Developed and wrote testing specifications for over 30...

products used for health registration purposes.

EhM. Mi_I'iEp'ENCIt C her earlier positions as Senior Biochemist,
Scientist, and Laboratory Supervisor provided

a s.c: 3d fcundation for later accomplishments. These positions
were vita carter Wallace, Warner-Lambert, St. Joseph's F.onpital,
and 'Ittuevue Hospital.

Somn cd my contributions in functional arcas are profited below:

EPCEI'JN /FRocrS S As Managar of Quality Control / Production with
;IstmInt Whatman, Inc., I deveicpad the entire

nanufacturing process for a new product Aine
with .f ull budget responsibility and a support staf f of 12
technical personnel. 1 designed the equipment to handle ultra-
high pressure production proceduros, developed organic solvent
synters, selected and tested all new equipment and processas. I

coordinated all activities of this state-of-the-art operation.
,

r,rMzy ,MEUPANcE t involved with new products from a quality
viewpoint from inception through packaging,

labeling, and shipping. had final approval on all advertising
and pron:tional literature from a technical aspect to ensure that
necuracy and compliance standards were adhered to.

_ ___-_--___--_--
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Paul O. Shapiro...page 4

FLt.rAPCM _MiD At Warnor-Lattert my c"ccess in R&D led to
pr'/ELOPMC developnent of 3 ncw mtr)eted products.

E.DJ'CATLOB1 B. A. , Biochemistry, Lycomint College, 1956
Graduate courses in B1) chemistry, Bacteriology,

Intymology and Patent Law, New You; University. Additionni
ocninars in Management of Quality control, Toxicolcgy, and,

Handling of Toxic Materials. Co=pleted in houco training programs
en Radio 1cgical Health and safety. Succeccfully cotepicted 40
hcurs of Radiation Safety officer Training at Cen*.ral Connecticut
State University.

.
EIMF!n9M12$1 American Society of Quality Centrol

Regulatory Af f airs prof essional Society
Past Chairman Educatf.on Cornittee

Voting member-AAM: Radiation sterilization
Subccraittee

AS M Cornittee E 10 and Food Dosinotry
subccraittee

Active in numerous civic associations: Randolph soccer Club,
founder and past chairman: Ferth Jersey Junior Soccer Clu'c,
fcunder and past chairman; ' Indian Guides Area Chief f Eagle Secut
Scoutmaster, BSA; Dover Jaycees, past President. Soccer coach
and referee, enjoy stamp and coin collecting, and camping.

.
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Trainit.*3 Record.

;Paul 0. Shapiro
.

.

June 16,19S6 Attendanco at A.5MI meeting on Process !

Guidelines for Gamma Irradiation of MedicalDevicca.

Aug. 6-7, 1996 Conducted Radiation Safety Audit andInupection at PTI NC.
Aug. 13-14 1986 Concucted Radiation Safety Audit andInspection at Salem.
sept. 5, 1986 Reviewed and evaluated Jim Nicolosi'sradiation safety audit. ,

- Sept 11, 1986 -Cenducted a Radiation Safety Audit andInspection at No.J.

oc . 7, 1986 Participated in Design Review of No. J. plantmodification.
Oct. 27-29, 1986 Review and approval of No. J. radiologicaloperations and safety procedures.
Oct. 30, 1986 Conducted a Radiation Safety Audit al.dInspection at No. J.

;

Nov. 15, 1986 Reviewed with Rso possible radiologicalsafety proble.ms.
!Nov. 20, 1986 40 hours of RTI operator Training given by L. !Ross Final exam score 93%.

Dec. 19, 1986 Reviewed Radiation Safety program with Mr..

. John W.ite, Regien I, NRC.
Dec.-19, 1986 Conducted , Radiation Sefety Audit and

Inspection at PTI Ark.

Jan. 5, 1967 Review of renewal application fc,r NRC license
$29-13613-02

Jan-6-7, 1987 Conducted Radiation Safety Audit and
Inspection at PTI ArX.

>

Jan. 28-29, 1987 Conducted Radiation Safety Audit andInspection at No.J.

Feb. 4, 1987 Prepared RTI Radiation Safety Program,

i

- - - - _ - _ _ - _ _ - - - . _ _ - _ _ _ _ _ _ _ _ _ _ _ _ - _ . _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ - _ _ _ - _ _ _ _ -
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Training Record
.

Paul 0. Shapiro
April 20, 1987. Conducted Radiation Safety Audit and- -

Inspection at No.J.
April 29, 1987 Conducted Radiation Safety. Audit and

,

Inspection at calon..

Hay.6-7, 1987 Conducted Radiation Safety Audit and !
Inspoction at PT: NC. I

May 19-20, 1987 Conducted Radiation Safety Audit and:nspection at PT! Ark.
May 26--30,1987 Attendance at ASTM meeting on Radiation '

Ocsinetry, Jackson Hole, Wyoning. !

Jane 11-15, 1987 Corducted Radiation- Safety Audit and
a

Inspection at No.J.

July.17, 1987 - Review and response of M. Slobodien Radiation
Safety Audit Report.

' August '1, 1987 Review of license conditions with NRC, King.,

of Pru9sia, Pa.

August 27-28, 1987 Conducted -Ra'diation Safety- Audit .andIr.spection of-No.J.

' Sept. .14-18, 1987 Radiation Safety Officer- Course Central )
-

Ccnnecticut State University .(RadiationSafety Associates).New Britain, Conn.
.

-Sept. 21-22. 1987 A tendance at AAMI noet'ing-on'' Process Control ,

for Ganna Irradiation 'of Medical Devices.
Dec. 14, 1987 '*eminar "Irrac 'ator Safety and Licensing" by

- - - RebLrv D. Jarrett USDA.
Dec.15-17, 1987 - Attendance at Engineering confercnce on-Radiation. Santa Barbara, Calif.
Jan. 5, 1988 Review and evaluation. of Process control

system for NC irradiator.
!

March 11, 1988 Review and. evaluation of proposed -No.J.-operational-procedures.
March 11,.1988: Review and evaluation of Nicolosi radiation Isafety audit.

'

1

111104
1
;

-I
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Training-Record

Paul O -Shapiro

March 21, 1988
Review and evaluation of license (29-13613-02conditions and evaluation of facilitiescompliance to same.

April 11, 1988 Review of No.J. radiation licenso in respectto action datec.
April 26, 1988 Roview and evaluation of HRC Roport 30-07033/87-99
May 25, 1986 Review of ~ 10 CFR parts 19 and 20 with Plant'Managers and RSois.

.
May 9-21, 1988 Seminar Relationship between Quality

-

Improvenent and Nuclear Regulations by Stan- q

.A. Marsah at ASQC 42nd Annual Quality
i

,

Congress.

June 6-7, 1988 Attendance at AAMI meeting on Process. Control
for Gamma Irradiation-.of Medical Devices.

July 12, 1988 Reviewed M. Slobedien radiation safety audit.
July 121, 1988 Reviewed North Carolina Regulations- forProtection-Against Radiation.
July 27-30, 1988 Attendance at ASTM Conference en Radiation 'I-Dosimetry.

Aug._26, 1988 Reviewed No. J. NRC license and evaluated. compliance to requirements.
Sept. l'6. 1988

Review and evaluation of license #29-13613-02conditions and evaluation- of facilitiescompliance to same.
Sept.:17, 1988 Reviewed and- evaluated .cceputer controlsystem for No.J.

Sept. 22,_1988 conducted Radiation Safety Audit - and
I

Inspection at No.J.
~

Sept. 25-28, 1988- Attendance at AAMI meeting on Process Control l

j
Guidelines for Gamma Irradiation of MedicalDevices, |

l
,

Oct. 13, 1988 Participated in No.J. Operator Training
,

Course.

,

.
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Tra'ining Record-
i

Paul O.-Shapiro
October 18, 1988

Conducted ALARA-evaluation with RSO. i

Oct. 20-21, 1988
Radiation' Safety and Management Course - Stan
A.-Huber-Consultants,-New Lenox, II..

Sept. 20, 1988 Reviewod Reg Guides on a for:Radiation Safoty Evaluation . pplication
Nov. 11, 19?8

Reviewod and. evaluated validation of No.J.
.

process control system.
Nov. 30, 1988 Conducted audit at No. J. -of QualityAssuranco program !cr unloading and movonent *

of cobalt.

Do:-5-9, 1988-
. RevicW and preparation of amendment to h*RC
license 119-13613-02

Dec. 8, 1988 Review of No. J. current license cerpliance. !

Feb 2-3,-1989 1

= Review and evaluation. of proposed changes to~ 9 CTR part 20.

-Feb. 22-2',.1989
Attendance at ASTM conf erence. on RadiationDosinetry.

Feb. 31, 1989-
Attendance'at AAM! meeting on Process ControlGuidelinas for canna Irradiation of Medical

,

Devices.

Aprilr-13 through on the Job operator training. (part t'ine) .July 27, 1989
. Equivalent to 2 Weeks full time.
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