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Midvale, UT 84047-1048 ' EI End: 03/03/2004
SUMMARY

Written by Investigator Medina.

This Level I, Compliance Follow-Up QSIT inspection was conducted at the request of DEN-DO
Compliance per FACTS Assignment ID 59574, Compliance Number 8580-0, and was conducted in
accordance with C.P. 7382.845, Inspection of Medical Device Manufacturers. Utah Medical
Products, Inc. (UTMD) manufactures sterile and non-sterile, non-critical/non-significant risk, Class
11, disposable and reusable medical devices for applications in clinical settings as follows: labor and
delivery; neonatal/pediatric critical and intensive care; blood pressure monitoring; gynecology
(instruments); urology (incontinence); and electro surgery generators and electrodes. UTMD also
distributes various OEM products which are not further processed by the firm.

The previous inspection dated 2/24-3/12/2003 was classified s~ “orrections, partial corrections,
or lack of corrections of the previous FDA-483 items were observed during this inspection and a
discussion of these items is contained within this report.

The firm’s current operations and/or established procedures were observed during this inspection
(but are not limited to) as follows: in-process/finished goods nonconformance handling; CAPA;
complaint handling; returned goods authorizations; EtO sterilization; bonding; extrusion molding;
injection molding; and production and process controls used in manufacturing of the Deltran and
[UP devices. Procedures and associated documentation controlling the quality system and
manufacturing procedures were reviewed. Injection molding operations were observed; however,
extrusion molding operations were not able to be observed as none was being conducted during this
inspection. Procedures and records associated with these operations were also reviewed between
3/12/03 and 2/2/04.

The current inspection found that the firm is operating with continuing cGMP/Quality System
Regulations deficiencies with an FDA-483, Inspectional Observations, being issued to the
management of the firm at the inspectional closeout. A summary of the items is as follows: a
process whose results cannot be fully verified by subsequent inspection and test has not been
validated and approved according to established procedures; acceptance procedures to ensure that
specified requirements for in-process product are met were not documented; software validation
activities for computers or automated data processing systems used as part of production and the
quality system have not been documented; the corrective and preventive procedures addressing the
analysis of sources of quality data to identify existing and potential causes of nonconforming product
or other quality problems were not defined; not all of the actions needed to correct and prevent the
recurrence of nonconforming product and other quality problems have been identified; complaint
handling procedures for receiving, reviewing, and evaluating complaints have not been defined; and
the device history record does not include complete acceptance records that demonstrate the device
is manufactured in accordance with the device master record.
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A documentary sample (number 68796) was collected to document the manufacturing, /MA
sterilization, and interstate shipment of a finished IUP medical device and associated deviations from
the Quality System Regulation. Mr. Cornwell reviewed and faxed a copy of the affidavit associated
with DOC sample number 68796; however, he stated that he did not have a comment associated with
the affidavit and therefore did not sign it.

At the conclusion of the inspection, an FDA-483, Inspection Observations, was issued to and
discussed with Kevin L. Comwell, CEQ/Chairman, as well as discussed with Ben Shirley, Quality
Manager. The firm did not promise corrections to the items listed upon the FDA-483 and it was not
annotated at the request of Mr. Cornwell. No refusals were encountered during this inspection.

Post-inspectional correspondence, including the FMD-145, should be directed to Kevin L. Cornwell,
CEO/Chairman, Utah Medical Products, Inc., 7043 South 300 West, Midvale, Utah 84047.

ADMINISTRATIVE DATA
Written by Investigator Medina.

Inspected firm: Utah Medical Products, Inc
Location: 7043 South 300 West
Midvale, UT 84047-1048
Phone: (801) 566-1200
FAX: (801)566-1328
Mailing address: 7043 South 300 West
Midvale, UT 84047

Dates of inspection: 2/2/2004, 2/3/2004, 2/4/2004, 2/5/2004, 2/6/2004, 2/7/2004,
2/9/2004, 2/10/2004, 2/11/2004, 2/12/2004, 2/17/2004, 2/23/2004,
2/24/2004, 2/25/2004, 2/26/2004, 2/27/2004, 3/1/2004, 3/2/2004,
3/3/2004

Days in the facility: 19
Participants: Lori A. Medina, Investigator
Ralph W. Jerndal, Investigator
Monica J. Wilkins, Investigator
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This inspection was not pre-announced by the Investigator team which consisted of the individuals
mentioned above. On 2/2/04, FDA-482, Notice of Inspection, was issued and credentials displayed
to Kevin L. Cornwell, CEO/Chairman. Mr. Cornwell was the only individual present at the firm that
the Investigational team had contact with on the first day of the inspection.

Mr. Cornwell accepted the FDA-482 on 2/2/04 and introduced Ben Shirley, Quality Manager, on
2/3/04. The two responsible individuals present during the inspection were Mr. Cornwell and Mr.
Shirley. Mr. Shirley was present for the entire duration of the inspection with the exception of
2/2/04 and 2/17/04. ~L——~"""1 N ~—T, WAS prESent as an
observer during this inspection and was allowed to be present by Mr. Cornwell. . ——~—n__
provided general information associated with risk management and was present sporadically
throughout this inspection. [nvestigators Medina, Wilkins, and Jerndal were present on each day of
the inspection with the exception that on 2/17/04, Investigator Jerndal was not present.

On 3/3/04, a FDA-483, Inspectional Observations, was issued to Mr. Cornwell in the presence of
Mr. Shirley. Daily inspectional summaries and the inspectional close-out on 3/3/04 were audio tape
recorded as Mr. Cornwell requested to tape record these meetings. The FDA copies of these tape
recorded meetings are found as Exhibit L1 and are attached to the original EIR only.

All information and records were provided by Mr. Shirley, unless stated otherwise.

Utah Medical Products, Inc. (UTMD) routinely operates \L ————"\__ "~~~
VN e T T T T N~ X
Y o "3 days a week which accounts fora y_ -~ Sf the

firm’s operational capacity. Office hours are Monday-Friday, 7:00 a.m.-5:00 p.m. There are

approximately n~employees at the Midvale, Utah facility.

UTMD is currently registered for 2004 with FDA as a medical device manufacturer, contract
manufacturer, specifications developer, repacker/relabeler, and initial distributor which is found as
Exhibit L2. Currently, the firm is not seeking any additional medical device approvals (in the form
of 510(k)s or PMAS).

Individual sections of this Establishment Inspection Report (EIR) are identified by author.
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HISTORY

Written by Investigator Medina.
The firm’s history of business remains the same as it was reported in the March 2003 EIR.

Exhibit L3 is a current organizational chart (no individual names are included within this chart as
Ben Shirley, Quality Manager, stated that it is against the firm’s policy to provide individual names
of firm employees). Exhibit L4 is a current QUALITY MANUAL. A current floor plan of the
facility is found as Exhibit LS.

During the inspectional close-out, Mr. Cornwell provided the firm’s current ISO registrations as
follows:

EXHIBIT | - .. . ISODOCUMENT.

L6 Certlﬁcate of Reglstratlon of Quality System to ISO 13485:1996 under
CMDCAS and I.S EN [SO 9001:1994. X _.— ———17 >
Y- provided said certification; Certificate Number \Lao©
Registration Date Y-~ Remains valid until %~

L7 Attachment 1 to Certificate number Y% which includes the scope and
date of the audit M~ F

L8 Certificate of Registration of Quality System to I.S. EN ISO 13485:2000

(based on and including ISO 9001:1994). M - ~—— -~ ¥
X~ provided said certification; Certificate Number
Y~~~y Registration Date \.—t~>£; Remains valid until \ -~ o

A 2002 UTMD Annual Report is found as Exhibit L9 and was provided by Mr. Cornwell.

Exhibit L10 is the firm’s response to the previous FDA-483 (dated 3/12/03) which was drafted,
compiled, and provided to the current Investigator team during the current EI on 2/23/04. Exhibit
[.10a is the firm’s cover letter dated 4/11/03 sent to the FDA Denver District Office from Mr.
Cornwell in response to the FDA-483 issued to the firm on 3/12/03.
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INTERSTATE COMMERCE/JURISDICTION
Written by Investigator Medina.

Annual sales of UTMD manufactured products continue to be approximately ¥Y——-~—>* 1ccording
to Mr. Cornwell. Approximately =~ of the finished devices continue to be distributed within
interstate commerce (outside the state of Utah). Promotion of medical devices continues to include a
national direct sales force, promotional catalogs, and the via use of the world wide web on the

internet (www.utahmed.com). Additionally, the firm utilizes X.-— -~~~ G

The firm ships finished devices to locations within the United States via X_,..\/\/\_/_L?é-
Yo e~ 54 DOC sample number 68796 was collected to document the manufacturing,
~sterilization, and interstate shipment of a finished [UP medical device.

Utah Medical Products, Inc. (UTMD) manufactures sterile and non-sterile, non-critical/non-
significant risk, Class II, disposable and reusable medical devices for applications in clinical settings
as follows: labor and delivery; neonatal/pediatric critical and intensive care; blood pressure
monitoring; gynecology (instruments); urology (incontinence); and electro surgery generators and
electrodes. UTMD also distributes various OEM products which are not further processed by the
firm. The firm manufactures and distributes approximately Y——3¢ injection molded parts to
OEMs (medical device and non-medical device related manufacturing facilities).

Representative promotional materials were obtained during the current inspection and a summary is
as follows:

EXHIBIT ' DEVICE PROMOTIONAL MATERIAL |

L11 LABOR AND DELIVERY: Reducing Maternal and Fetal Mortahty
which contains information associated with the device lines as follows:
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Utah Medical Products, Inc El Start: 02/02/2004
Midvale, UT 84047-1048 El End: 03/03/2004
L12 NEONATAL AND PEDIATRIC INTENSIVE CARE which contains

information associated with the device lines as follows: Umbili-Cath
(complete umbilical catheter family); Picc-Nate (peripherally inserted
central catheter); catheterization tray (general procedure tray); nutri-cath
(silicone long-term enteral feeding catheter); hemo-nate (18 micron
filtration system); disposa-hood (disposable infant respiratory hood); Uri-
Cath (closed urinary drainage system for the nconatal/pediatric patient);
Dialy-Nate (nconatal/pediatric disposable peritoneal dialysis set); Pala-
Nate (silicone orotracheal protection device for neonates); Myelo-Nate
(neonatal/pediatric CSF sampling kit); Thora-Cath (silicon chest drainage
catheter); and Deltran-Plus (closed needleless arterial blood collection
system).

L13

DELTRAN which contains information associated with the device lines
as follows: Deltran IV (complete pressure transducer system); Deltran [
(pressure transducer); Accessories and Kits (Delta-Flow waveform
accuracy; The Organizer; monitoring kits; Delta-Cal system verification);
and Deltran-Plus (needleless arterial blood collection system).

L14

GYNECOLOGY PRODUCTS CATALOGUE which contains
information associated with the device lines as follows: gynecology
electrodes (Letz/UtahLoop and conization); specialty electrodes
(optimicro needle; epitome scalpel; and external lesion); electrosurgical
generators (Finesse and Finesse II); smoke evacuation (Filtresse and
smoke evacuation wand); filtration kits; electrosurgery accessories (filter
pack; footswitches; internal filters; dispersive pads; electrosurgery pens;
and fuses); ES/GYN instruments (lateral vaginal retractor; speculum;
tenaculum; forceps; and specula — Graves; Collin; Pederson; Weisman-
Graves; and disposable); endometrium assessment; and other gynecology
products (Liberty and Pathfinder Plus).

L15

ELECTROSURGERY PRODUCTS CATALOGUE which contains
information associated with the device lines as follows: gynecology
electrodes (Safe-T-Gauge and Tungsten Wire); C-Letz Conization
electrode; Letz electrodes; specialty electrodes (Utah Optimicro Needle;
External Lesion; and Epitome); electrosurgical generators (Finesse and
Finesse II); smoke evacuation (Filtresse; smoke evacuation wand; and
smoke evacuation filters); electrosurgery accessories (filters; internal
filters; dispersive pads; footswitches; fuses; and electrosurgery pens);
Electrosurgical instruments (Graves speculum; Collin speculum;
Schroeder tenaculum; Pederson speculum; disposable specutum; Kogan
Endocervical speculum; Graves Wide view speculum; Weisman-Graves
speculum; lateral vaginal retractor); and Four-Way Vaginal Expanders.
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According to Mr. Comwell, the most widely distributed devices continue to include:

RESPONSIBILITY
Written by Investigator Medina.

Mr. Cornwell accepted the FDA-482 on 2/2/04 and introduced Ben Shirley, Quality Manager, on
2/3/04. The two responsible individuals present during the inspection were Mr. Cornwell and Mr.
Shirley. Mr. Shirley was present for the entire duration of the inspection with the exception of
2/2/04 and 2/17/04. X &~ -~ — —— — ———__ X was present as an
observer during this inspection and his presence was permitted by Mr. Cornwell. Y <
provided general information associated with risk management. \/. X _was present
sporadically throughout this inspection. Investigators Medina, Wilkins, and Jerndal were present on
each day of the inspection with the exception that on 2/17/04, Investigator Jerndal was not present.

Daily inspectional summaries and the inspectional close-out on 3/3/04 were audio tape recorded as
Mr. Comwell requested to tape record these meetings. The FDA copies of these tape recorded
meetings are found as Exhibit L1 and are attached to the original EIR only.

Mr. Shirley provided requested documentation, answered questions, and provided tours of the
facility. Mr. Cornwell was present at the initiation of this inspection and during the daily summary
meetings to discuss activities of the day and inspectional findings (these meetings were audio tape
recorded). Mr. Cornwell provided information associated with the firm’s complaint handling
system; history of business; and inspectional responses to the previous FDA-483 dated 3/12/03.

On 3/3/04, a FDA-483, Inspectional Observations, was issued to Mr. Comwell in the presence of
Mr. Shirley. Mr. Comwell also had individuals connected via telephone as follows: Larry Pilot,
Attorney; Dan Jarcho, Attomney; and ¥ "~ — -~
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Utah Medical Products, Inc EI Start: 02/02/2004
Midvale, UT 84047-1048 EI End: 03/03/2004

KEVIN L. CORNWELL is the Chief Executive Officer (CEO)/Chairman of the Board: Mr.
Cornwell is also the firm’s President and Secretary, and is involved in the day-to-day operations of
the firm. Mr. Cornwell 1s a member of the Materials Review Board and the Clinical Review Board
and he participates in the firm’s corrective and preventive action issues, complaint review, MDR
decisions, and tracking/trending of quality data. Mr. Cornwell reports directly to the Board of
Directors.

BEN SHIRLEY is the Quality Manager/Vice President of Engineering: Mr. Shirley directs
engineering with regards to product development and design control and participates in the
engineering activities involved with product manufacturing and complaint evaluations. Since the
previous inspection, Mr. Shirley has become the Quality Manager and the firm’s Quality
Management Representative. Additionally, since the previous inspection, Mr. Shirley has become
an officer of the company (Vice President of Research and Development) as mentioned in the 2002
Annual Report. Mr. Shirley reports to Mr. Cornwell and was present each day of the inspection
except for 2/17/04. He answered questions, provided documentation as requested, and provided
tours of the facility.

It was observed that Kevin L. Cornwell, CEO, has the duty, responsibility, and power to detect,
prevent, and correct violations of the Quality Systems Regulation. This was demonstrated when Mr.
Cormwell instructed Ben Shirley, a member of the Management Team, to entertain the FDA
inspection and to provide all of the requested information to United States Government Officials.
Additionally, Mr. Cornwell signed the firm’s Quality Policy/Mission statement as found within the
current version of the firm’s Quality Manual (Exhibit L4, Page 2).

Exhibit L3 is a current organizational chart (no individual names are included within this chart as
Ben Shirley, Quality Manager, stated that it is against the firm’s policy to provide individual names
of firm employees).

Exhibit L10, Pages 12-17 is SOP, N~k entitled “HUMAN RESOURCES
ADMINSTRATION?, Revision[ dated X which contains employee job descriptions for the
positions (but not limited to) as follows: Chief Executive Officer; Chief Administrative Officer;
Human Resources Specialist/Manager; Chief Financial Officer; Product Development Manager;
Product Development Engineer; Manufacturing Manager; Manufacturing Engineer; Production
Supervisor; Outside Sales Manager; Sales Representative; International Sales Manager; Customer
Service Supervisor/Manager; Product Manager; Materials/Production and Inventory
Control/Distribution Manager; Distribution Supervisor; Materials Buyer/Planner; Production
Planning and Control Manager; Quality Assurance Manager; and Quality Engineer.
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A 2002 UTMD Annual Report is found as Exhibit L9 and was provided by Mr. Cornwell.
At the time of this inspection, the 2003 Annual Report had not yet been completed. The 2002
Annual Report identifies the individuals currently holding positions on the Board of Directors and
Officers as follows:

BOARD OF DIRECTORS

OFFICERS

Kevin L. Comwell, President and Secretary

Paul O. Richins, Vice President and Chief Administrative Officer
Greg A. LeClaire, Chief Financial Officer

Ben Shirley, Vice President of Research and Development

XN—W

N

,\>A

e T N e
Y YN v is under contract with UTMD to act as the firm’s Microbiologist. Y X~ W provides
opinion on sterilization issues including bioburden testing, sterilization validation, comparative
resistance testing, packaging validation, and shelf-life studies. He was present on 2/12/04 and
provided answers to Investigator Wilkin’s questions associated with %X sterilization of the firm’s

products. Additionally, \C/*\/\/’\\% performs laboratory testing in the aforementioned
areas.

There are no labeling agreements present at the firm.

Post-inspectional correspondence, including FMD-145, should be directed to Kevin L. Cornwell,
CEO/Chairman located at Utah Medical Products, Inc., 7043 South 300 West, Midvale, Utah 84047.
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MANUFACTURING / DESIGN OPERATIONS
Written by Investigator Medina.

The device manufacturing operations which were presented in the previous EIR (dated 2/24-3/12/03)
remain relatively unchanged.

The facility is a company owned, two-story building located in a business/industrial park in Midvale,

Utah, Fe oS 5]
X\/ ) P U N e N e T L T REEEST U ),/\

T pe— —_—

\L /—\_,//\ /'\/——W ~ W \/y

A current plant floor plan is found as Exhibit LS.

General business operational areas Y. , 2 1LY of the facility are as follows:

e~ Operations as associated with ﬁmshed dev1ce manufacturmg are as
follows: Y. —~—"—" T~

K u/\/_q\—/_’—v\—’/’—\_//W\//g(
% ~

The injection and extrusion molding area continues to be a class Y. X% V/clean room. There are
LY 0 injection molding machines, Y. extruder, and . automated stopcock assembly
machine located within this area. X —~ —~——~—""""" T T~/

———— —_—

Y e

Sterile products are processed utilizing XL sterilization X¥'¥'V' 'by the firm to be performed at
IS TN
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Injection molding operations were observed during this inspection. Extrusion equipment was
observed; however, it was not operational as the firm was not producing extruded parts during the
current inspection.

Documents reviewed in the Management Responsibility subsystem included: Quality Plan, Internal
Audit SOP and audit plans, and the agenda for the 2003 end of year management review meeting.
For the specific documents reviewed under this section refer to the Management Controls Subsystem
written by Investigator Wilkins, which is included in this section of the report.

For the documents reviewed in the Design Control subsystem refer to the section written by
Investigator Wilkins included in this section of the report.

Documents reviewed in the Production and Process Control subsystem included review of device
history records (DHR) for IUP and Deltran units.

Processes and records reviewed included sterilization validation (Investigator Wilkins),
environmental monitoring procedures and data reports (Investigator Wilkins), comparative resistance
studies (Investigator Wilkins), accelerated aging packaging validation (Investigator Wilkins), real
time packaging studies (Investigator Wilkins), and software validations (Investigator Medina and
Investigator Wilkins). Qualification efforts associated with extrusion molding (Investigator Jerndal),
injection molding (Investigator Medina), annealing injection molded parts (Investigator Medina),
and bonding (Investigator Jerndal) were reviewed. The Production & Process Controls Subsystem
subsection included in this section of the report describes the documents and processes covered by
Investigator Wilkins.

Documents reviewed in the Corrective and Preventive Action subsystem included SOPs for
Corrective and Preventive Actions, Consumer Complaints, Complaint Investigations, Non-
conforming Materials (NCMR), and Returned Goods (RGA). Other documents reviewed included
tracking of quality data including corrcctive and preventive actions, complaints, scraps, NCMRs, and
some product reject data. MDRs and consumer complaints were reviewed as were NCMRs and
RGAs. Meeting minutes were provided for the Materials Review Board and/or Corrective and
Preventive Action meetings to determine what kind of quality data were being tracked. The
Corrective & Preventive Action Subsystem subsection included in this section of the report describes
the documents and processes covered by Investigator Wilkins.

The firm does not make any devices subject to Tracking requirements. There were no corrections
and removals and the firm had not conducted a recall since the close-out of the previous inspection
dated 3/12/03, according to Mr. Cornwell.

The following scctions were written by Investigator Wilkins:
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Management Controls Subsystem

I, Investigator Wilkins, reviewed the following procedures and records during the review of the
Management Controls Subsystem:

e Utah Medical Products, Inc. Quality Manuzil, Revision Y_Revision Date )} ——_ refer to
Exhibit #M72

e Quality Policy
e Quality Plan

e Management Review of Quality System procedure, Document No. Y~%4  Revision
Revision Date %—>C | refer to Exhibit #M124

e Management Review Agenda for meeting held on %—~)

e Risk Management procedure, Document No. X -~ Revision ¥ Revision Date
refer to Exhibit #M125

e Human Resources Administration Directive, Document No. X—1~_s/  Revision

Revision Date XX

Observations were not identified for the records reviewed under this subsystem.

Desien Controls Subsystem

I, Investigator Wilkins, reviewed the following procedures during the review of the Design Controls
Subsystem:

¢ Y o ————— [P X

PR . = i - e —— T

e Directive for the Development of Products, Product Development Directive, Document No.
NN, Revision  Revision Date \¢ (< ¥

° é(//_—\\///—\/\d i N

Ve

N T . S N

e Risk Analysis procedure, Document No. YX%%/  Revision [y, Revision Date M/ W
refer to Exhibit #M 126

e Risk Analysis Form Specification, Document No. XY Y Revision {/ Revision Date

o Guidelines for Writing Test Protocols procedure, Document No. - }(}(5{}(}(‘, Revision
Revision Date
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e Sterile Packaging Design procedure, Document No. WX %\, , Revision ) Revision Date
XOAYX

e Software Development Validation and Documentation, Document No. KX ¥ %X, Revision
Y, Revision Date Xk X

e Project Checklist Form Specification, Document No. w X3 RevisionX, Revision Date

e Change Proposals Directive, Document No. XX XXX, Revision X Revision Date
e Controlled Document Paper Copics, Document No. X XX XX Revision ARevision Date

After a review of the procedures, I, Investigator Wilkins, requested a list of the design changes for
the Intran Plus products for the period between X— M There was only Y/ change to
the [UP product line, so I reviewed the Change Proposal record.

During this inspection period and in order to sample additional records, I reviewed  Change
Proposal records and one Design History File with Design Review for the X_ —— 12—
e~ -~ ——"_ % Based on the records reviewed,

observations were not identified.

Observations wcre not identified for the records reviewed under this subsystem.

Corrective & Preventive Action (CAPA) Subsystem

I, Investigator Wilkins, reviewed the following procedures during the review of the CAPA
Subsystem:

e Customer Complaint System, Document No. \/ Y (/¥ Revision = Revision Date
HKLLL, refer to Exhibit #M26

e Customer Complaint Investigation, Document No. X % ¥ X ¥, Revision XRevision
Date X X X)X refer to Exhibit #M27

e Post Distribution Monitoring, Document No. A XXX , Revision \/ Revision Date
SXOSL refer to Exhibit #M28

e (Corrective and Preventive Action (CAPA) procedure, Document No. X X X X
Revmon?& Revision Date XXX X

e NonConforming Materials procedure, Document No. X)Q)(}(YRevmon '
Revision Date XM X%

e NonConforming Materials procedure, Document No XXX , Revision X
Revision Date $ S

1300209 byRGED



Establishment Inspection Report FEI: 1718873
Utah Medical Products, Inc EI Start: 02/02/2004
Midvale, UT 84047-1048 EI End: 03/03/2004

e Risk Management procedure, Document No. X<,/ Revision }_Revision Date,
, refer to Exhibit #M126

e Risk Management Plan Form Specification, Document No. \ Y _X_ Revision \L
Revision Date X%

e Risk Analysis procedure, Document No. W x (¢, Revision ¥ | Revision Date
M X refer to Exhibit #M 126

e Risk Analysis Form Specification, Document No. S/ ¥ Y Revision )( Revision Date

e Risk Assessment procedure, Document No. \(M\ Revision »} Revision Date
Y XX refer to Exhibit #M127 i

e Risk Assessment Form Specification, Document No. XX , Revision\), Revision
Date XX

On 02/03/04, 1, Investigator Wilkins, requested the logs or spreadsheets for complaint records,
nonconforming material reports, Corrective Action Reports, and Deviation Waivers. I, reviewed the
logs/spreadsheets on the evening of 02/03/04.

On 02/04/04, wc requested complaint records for review for the following product categories:

e Intran Plus
e TSU Sterile Accessories
e Loop/Ball

e Finesse

From the X complaints received for the period between K ——————>< we reviewed W
complaints, of which, I, Investigator Wilkins reviewed X_complaint records. For additional
information and discussion, refer to the Objectionable Conditions section of the report.

On 02/04/04, we requested to review the Nonconformance Material Reports initiated since the last
inspection, between the period of%-——-"—5«, for the following nonconformance
categories:

e Stenlization
e Contamination
e Functional/Functional Defect

e Other selected categories

PURGELs
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From the YO NCMR? received for the period between Xo ————9( | we reviewed Y
NCMR’s, of which, I, Investigator Wilkins reviewed Y. NCMR records.

In addition, On 02/04/04, we requested to review all the Corrective Action Reports initiated since the
last inspection, for the period between X NC - Of the X CA/CAR records initiated,
we reviewed X_CA’s/CAR’s, of which, I, Investigator Wilkins reviewed "X Corrective Action files.

I, Investigator Wilkins, also reviewed the W/ files that were reported as Medical Device Reports
and X X files in which the company received as MedWatch reports; but, which were not reported as
MDR’s, refer to Exhibit #M98 Page 1 and Exhibit #M98 Page 2, respectively. A review of the
records revealed that )X MDR was submitted approximately){){ days after the 30 day reporting
requirement, for additional information on this item refer to the Voluntary Corrections section of this
report. This item was not included as an observation on the FDA-483 form, but was discussed with
the company’s management.

Documentation crrors were discussed with management, but were not cited on the FDA-483, which
included issues as incorrect dates entered, lack of an actual signature instead of a typed signature,
and lack of reference to quality data related to the corrective action or investigation, but the data was
available. Two observations were cited in reference to the CAPA and Complaint Handling
Procedures, refer to the Objectionable Conditions section of this report.

Production & Process Controls Subsvstem

I, Investigator Wilkins, reviewed the following procedures and records during the review of the
Production & Process Controls Subsystem:
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In addition, I, Investigator Wilkins, reviewed the following Sterilization Cycle and Device History
Records (Lot History Records):

STERILIZATION PROCESS CYCLE RECORDS (DHR’S)

| PROCESS/RETORTNO: | " DATE

e [

— X
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The sterilization cycle process/retort records identified and included documentation of the product
lot history numbers sterilized. During the review of the sterilization process cycle records
(process/retort records), [ selected the lot history records identified below for review.

I, Investigator Wilkins, reviewed ~ DHR’s lot history records for various devices because they were
selected for review 1n relation to the sterilization cycle records instead of a specific device. The
following DHR’s were reviewed for devices manufactured between the period of X——— ¢

X—K

DEVICE HISTORY RECORDS
| LOT NUMBER PRODUCTNUMBER | ProductName |

X

24 0£209
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[ LOT NUMBER PRODUCT NUMBER Product Name

X

X

For the period between )( — X, |, Investigator Wilkins, also reviewed the
Environmental Monitoring procedures and tests conducted at a scheduled frequency. The following
environmental test results, reports and data were reviewed:

e \/— X Test Results for Monitoring of Y ‘—"“‘_\_—\_,,.d,—?k(
X oo
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¢ Molding Arca Environmental Monitoring of X ———><

“
7
—
e

e Y —— Passive Environmental Air Monitoring

¢ X —Xx_Bioburden Monitoring of Products, X X

L__,___,_': : ——— \\\—%(;_

X — K
e Y——X Active Air Environmental Monitoring with
X—K
>< — T e—
- /

The Voluntary Corrections section of the report includes additional information in relation to some
of the processes or items identified above, which were covered by Investigator Wilkins.
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MANUFACTURING CODES
Written by Investigator Medina.

Exhibit L16 is a procedure entitled “LOT NUMBER FORMAT?, Revision ) dated Y —X_ which
defines the format to be utilized in the Lot Number System at the firm. X V%‘v
addresses manufactured parts (finished goods) lot numbers and X —>%_ addresses serial
numbers as associated with finished goods. A summary of these coding systems is as follows:

MANUFACTURED PARTS:
- ———
%

J—

— e X

SERIAL NUMBERS:
X

COMPLAINTS / PRODUCT DEFECTS
Written by Investigator Medina.

The CDRH MAUDE database revealed MDRs (on 1/7/04) as follows:

X o -

pURGED
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EXTRUSION MOLDING OPERATIONS
Written by Investigator Jerndal.

Since ¥ Utah Medical has operated X ~————— "X
Y /\/\/\/\/\ﬂ/\X Peripheral equipment, includes a AKX
Ve o™ eeono—

X A There was no extrusion molding in progress during the two times
observed during this inspection, namely Y """ Y According
to Mr. Shirley, they did run X/‘\/\//\ A/\”\/\X The equipment
appeared to be clean and in good repair. Calibration stickers were observed variously such as on the
laser micrometer, cutter feed controller, water temperature, vacuum pHs and so on. The firm has
recently X (\_—""">~ i~ X from the same company and of the same type, that
according to Mr. Shirley, they intended to use with a X

/

~_Y_ The firm uses a stand-alone "X ¢~ — " — X

o

These units can be used with X o~ \_ " " " S——__—~__\¢ According to
Mr. Shirley, X /—\/’\g/“\*-/-\”"\J,/—b\_,//__k P
X ,\/—\’I/\/\M Calibration stickers were

observed on the equipment.

Exhibit R1 is a list of the parts produced by extrusion molding at this facility with the above-
described equipment. X o —" T~ T W

K W
7\ N~~~ 3L {llustrated in the Exhibit L11, “Labor and Delivery

Products” brochure. Smce%w\/l/\%é_ this firm has produced/\ batches of this part,
approximately Y \/\L units per batch, with an approximate run time per batch X><>O< The
part X e~ TN~ T — T — 3
catheter product. Production numbers for this part therefore will be approximately equal to
production numbers for the}( T
X kﬂ is the catheter body tubmg for the fluid-filled IUPC Intrauterine Pressure Catheter device,
also illustrated in Exhibit L11. % batch of approximately 5L of this catheter body
component was produced Y\ —""T e —
M --~_%< manufactured at

approximately XL N~ —~_ 3 according to Mr. Shirley. None of this part

has been extruded since X\ LA>C

I reviewed the Device History Records for theX '\ batches ofploduct produced by extrusion
molding since XMK% for the part Y =< | comprising approximately
production \_: during this BG/W/\«\L period. When not in use, the extrusion equipment is

Y T /\\«>£ The Device History Records for these
batches are attached as exhibits as follows:
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x ]

o X

These XY X work orders comprise all of the extrusion performed sinceer/%y for the Part
Y—"1-~~A_.. The firm also produced batch of Y—1 )~ during this inspection and I
reviewed the Device History Record for that batch also, and it is included here as Exhibit R5, a batch
of XX 1nits of the introducer polypropylene, work order Y—)/, start date

For all 9lyy parts produced production consists of Y ——— ¥ followed by X . —__—3%
f>o% further processing. Testing consists of dimensional checks performed on samples pulled as

Y L//\/\/‘o( — - —__——% Dimensional checks are performed at
o -~~~ sclected for testing. For example, the current sampling scheme for
\'a WSL For the Exhibit R3. \.—X part batch, work order
X.——X  units were sampled for this testing during the batch run. (Note that the firm’s previous
sampling schedule for this part was to pull \(. ——~—"~———_%_ For this batch run, the operator
failed to adhere to the now current scheme of Y———— X_and took samples every }/)( v
apparently reverting to the older sample scheme. The firm initiated a process deviation in response
to my bringing this to their attention.) In practice then, the number of samples taken over a batch
run of this size for this part would more typically be larger, perhaps closer to X 1nits sampled.

TN —— ——

/\_M,—\_/,—\

These parts are also subject to additional testing during further production that occurs at this facility
utilizing these parts. For example, with the X_———_ % selection for review during this
inspection, each of the parts undergoes X — T __—"\_—_X prior to use in production.
This will be discussed in more detail below under the sub caption “INTRAN PLUS Assembly and
Work Order Review”. Note that the y testing of these parts was not offered by Mr. Shirley as
part of the rationale for their position, that this extrusion process does not require validation, rather, 1

encountered this testing during a review of production and testing procedures for the INTRAN Plus
[UP device.

Ony_~~>< the firm introduced Change Proposal (CP) X“"Vt/?é submitted X—-¢X This CP
affected the majority of procedures previously in place, directing the X . This CP is
attached here as Exhibit R6. Page | lists the documents affected and their revision changes. The CP
attaches copies of the previous, and the new, revisions of the majority of the listed documents.
Primary changes enacted with this CP include, X« —"_ " N~ —__
i e /’—\—/\-’/’Wv\ N
7~ /\//W_«}[ This \(\Z)( is the product
sampling performed during extrusion batch runs described above. This CP also introduces the
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change in sample scheme from 9 \/\/\——/\/\/\)<\According to Mr.

Shirley, setup parameters, now under document control as setup sheets X B

)( — "X have not changed fundamentally since the processes for each part were
first mtroduced many years ago. The other procedural changes made as part of this change proposal
are X N T T e —~y
Yoo ’\/’?/>4 According to Mr. Shirley, apart from the change in sampling scheme, this CP
did not make any fundamental changes to how the extrusion molding process is performed and
controlled.

Extrusion Molding Manufacturing Procedures
Wrillen by Investigator Jerndal.

The principal document directing organizational control of procedures and practices for production
and testing at this firm is the Bill of Operations (BOO). Examples can be seen in the batch extrusion
process work orders, Exhibits R2 through R5. The current extruded part number )& YBOO
Rev1s1on)( dated X)OL calls out the following procedures and documents, in order describing and
controlling extrusion molding processing,.

Exhibit R7, Manufacturing Procedure Y~ Revision\/ dated ¥—c¢ , “Manufacturing Line
Clearance” - this document directs the clearing of a workstation or production line of materials,
components, labels, and documents to ensure there is no cross-contamination between difference
work orders.

Exhibit R8, Manufacturing Procedure X/, Revision X dated BQ(_\L “Extruder Equipment
Setup” - this document describes the procedure for the extruder equipment setup including reference
to part specific setup sheets for processing parameters to be used.

Exhibit R9, Form Specification Y 4/Y, Revision Y, dated XY ¥ “Extruder Run Sheet” — extruder
run sheet for recording selected processing parameters.

Exhibit R10, M,/\/\)L Revision X , dated Y)QC, “Work-Order Bill” — describes the process in
which a work order is picked by staging and built by manufacturing using the Y -~

Exhibit R11, Xe v~ X Revision dated Xicn$Z “Molding Material Handling” — this document
provides an outline for material handlmg, including component mixing, 1.e. resin and color
concentrate.

Exhibit R12 X/\/\)é . Revision}( dated >@~«>L“Material Dryer Cleaning & Startup” — this
document describes the procedure for the )QL dryer cleaning and startup and cites the BOO as
documenting the minimum time and temperature specification. It also directs recording of this
information on the BOO for each batch.
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Exhibit R13, A-—1—% Revision X dated XY Y “Extruder String-up & Production” — this
procedure directs additional requirements for extruder setup and extrusion molding production. This
procedure directs introduction of material to be extruded and establishing procedures to achicve
process stabilization.

98 -~~~ T T — X
he /\/"\—/\/\,)Q describes specific adjustments that can be made to affect
extruded product dimension. According to Mr. Shirley, the process adjustment latitude allowed is
established within the plus or minus range documented on the extruder setup sheet for each part. For
example, the extruder setup sheet for the part _ attached as Exhibit R23. N~ W

directs deploying the M to be set up per the part’s specific setup sheet
parameter. This gauge monitors the outside diameter of the extruded product.

According to Mr. Shirley, if the laser micrometer alarm sounds, indicating a variation in the outside
diameter of the extruded product, or if an examined sample is found out of tolerance, the operator
may adjust the equipment to regain tolerance stability of the process. That adjustment, however, can
only be made within the plus or minus tolerances established on the setup sheet, according to Mr.
Shirley. The procedure itself does not explicitly state this, however. Should such an event occur, it
would be recorded on the device history record attribute sheet. Mr. Shirley indicated that the
equipment operator told him that such an event has not occurred (within his memory). 1asked Mr.
Shirley if they maintained any summations or trend data on extrusion molding product test result.
Mr. Shirley said no, they had not, that the process is very stable and they maintain results of test data
in each individual batch record; that there has been no need to trend this information as once the
process 1s set up and stabilized, it runs smoothly without deviation. 1 noted no deviations or out of
tolerance test samples for the four batches I reviewed during this inspection.

Exhibit R14, Y «—" \“”/’—\\~///“\~—/f“\-*\\;~’—\\\,. N

T e dp\)(
X/‘f)é
ExhibitR15, X' | S TeSimee— =m0 T ¢

%ﬂ/f\/\/f)é - describes the procedure for printing labels for extrusion product
batching boxes.

Exhibit R16,{_ 7.1 X, Rev1s1on&[,dated X){ ‘Label Reconciliation and Verification” —
instructions for reconciling and venfymg labels printed for production.
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ExhibitR17, X, " ~_——— T ™~ — X
)& ~ (Each of the other N parts produced by extrusion moldmg7 has its own assigned
attribute inspection form.). This particular example for the partYX\/Y, references X >N
(Exhibit R19) and directs a sampling interval of /5{%\1 s and sample size of YW S\

Exhibit R18 >(><5< Revision ‘Kdatcd )()(% “Statistical Process Control Chart Procedure For
Molding” — this is a generic procedure defining this firm’s statistical process control (so-called)
practices for molding both injection and extrusion. Note that in the case of extrusion molding this
“SPC” is the product sample taken during the extrusion batch run, measured for dimensional
tolerances.

Exhibit R19, ¢ —— T ¥
this document describes the inspection procedures and criteria to be used in the acceptance of the
Xe——"—\_X_  product. Section \Lidentiﬁes the measuring tools to be used, Section >
establishes that parts will be inspected per the documents listed on the Bill of Operations (BOO) and
the part drawing. Section >Q directs that the dimensional measurements for sampled parts are to be
done at K%\[( of the sampled part. Section %tables the inspection criteria and method of
inspection.

ExhibitR20. Y. ™~  ——u —  —
{ /X this is an example of an extruded part drawing, in this case, the part S
L Mr. Shirley supplied this drawing with the indicated hand-drawn lines
illustrating the particular dimensions that are checked with the indicated instrument as listed on the
drawing.

Procedure # Ye—~-/2 is a second label reconciliation procedure, was not collected.

Exhibit R21, ¥4 Revision K dated %‘Extruder Equipment Cleaning and Shut Down”
— this document describes the procedure for shutting down, purging and cleaning the extruder
following a production batch run.

Procedure Y3 describes moving extruded batch parts to inventory. This procedure was not
collected.

Exhibit R22 M ~>4, Revxsxon\L dated As<\/ “Final Product and Subassembly Release” — this
general procedure defines criteria for final product and subassembly inspection and release,
including release of sterile products to sterilization by Quality Assurance, release of sterile final
product for distribution, and >¢ concerning
review of work order device history record packets review.
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With the exception of the procedures that reference a specific part, for example, a part drawing or
test specification setup sheet, these procedures are generic to all of the\y\ )y extruded parts produced.

Part X\/\k{! Tubing,/ .
Written by Investigator Jerndal.

Exhibit R23 is a copy of the extruder setup shect Y—— >4 Revision™y established under Change
Proposal (CP) YO . dated X3\ (Exhibit R6). Exhibit R24 is a copy of an old extruder setup
sheet start dated X A& for part X INTRAN Plus Tubing work order XX X . According to Mr.
Shirley, this was an early (perhaps the initial) production run for this part using the then new

X ——— T > Mr Shirley supplied this sctup sheet after a number of requests I
made to him concerning the firm’s documentation supporting its current setup parameters for
extrusion molding. Mr. Shirley supptlied this example to demonstrate, as he said, that there have
been few changes to extrusion molding setup parameters over the past years. This issue will be
discussed further below.

Exhibit R25 is a copy of the Engineering Drawing Y&%Revision%dated X
R > This is the same part drawing as Exhibit 20 without the hand drawn
lines of the prior example. Exhibit R26 is a copy of this engineering drawing revision M———>5L
that Mr. Shirley presented to compare with the current revision X. Exhibit R27 is a copy of a blank
Bill of Operations (BOO), the currently applicable Revision , dated\/~——X Exhibit 28 is a copy
of a part X X X.BOO, Revision¥, dated X X_{_that Mr. Shirley supplied to me to compare agamst
Exhibit R27 current version, stating this was supplied to demonstrate similarity of the process since
that time in Xe— X Exhibit R29 is the Material SpeciﬁcationX}Q@Revision')K dated
W/\MX Exhibit R30 is the Material Spec1ﬁcat10n‘§(5{§<
Revision Y, dated X/ﬂ//\—”\/\\é Exhibits R29 & R30 are the two raw

ingredients mixed and extruded to produce the Part ; 7( N /MX

Part‘)(%\L Tubing, Y >< <N
Written by Investigator Jerndal.

Comparable documents for the other extruded part, reviewed during this inspection, the par’ X)&%

“Tubing, X X >, for the Yr——————_ ) includes:

Exhibit R3 l%w Rewsmnx Extruder Setup Sheet, established as a formcrly controlled
document under Change Proposal % >, dated S <

Exhibit R32, Engineering Drawing XXX RevisionX. dated X —

—\z
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Exhibit R99, Bill of Operations (BOO) for Part . ———""">———-C urrent Revision
X, dated X 5L

Exhibit R33, Material Specification Y/\,. Revision{. dated X\—’\’/\,/\__ Pat's
Y —1——-/~" Exhibit R34, Material Specification X, Revision ) dated K

X N B S (Exhibits R33 & R34 are the Y materials \L/\’/\A’X
D I &

Exhibit R35 is a Change Proposal X)(\\L late submitted, >4/ , date released > This
change proposal introduced changes to the extruder setup sheet X N M (Exhibit R31) for this part,

Part x__\]_%
Written by Investigator Jerndal.

The aboveX\[ sets of documents cover the specifications for process control and raw materials for
the y parts covered specifically during this inspection. The other)(\[ parts extruded >(§L>(

currently, include X <

INTRAN PLUS Assembly and Work Order Review
Written by Investigator Jerndal.

—

Exhibit R38 is a list of work orders completed since XS{% up through X/ Y for the INTRAN
Plus JUP Device Final Assembly. Each of the work orders are batch sizes of from X 5(5{\[
devices. [ selected an approximate 10% sampling requesting all work orders ending in the number

\/ The Part )( T\ Is used for this assembly. That part is the primary
catheter body. This tubing has two inner lumens, one large, one small; the large lumen contains the
A S e T T~ ———— fOr this catheter. The smaller lumen is used for, “The
administration of oxytocin for the inducing or augmenting of contractions and aminoinfusion to help
ensure adequate maternal-fetal circulation or dilation of meconium staining...” according to the

(Exhibit L11) product brochure.
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This 3, part undergoes further processing. Manufacturing Procedure X % Revision Y.

dated X > Exhibit R39, describes and directs the

process of o~~~ ~_~ foraccess to the small lumen. These ‘“"\__—~~__ .~
wr~ e~  with the other components in the assembly. Next, as directed under the Bill of

Operations for this assembly, X _ 3¢ per the manufacturing

pl ocedure X X, Revision N dated Y — >< ‘

S >0 Exhibit R40. “X -

e - N
X Y. This is directed by Exhibit R41, Manufacturing Procedure \(XB/

. Revision ), dated 8/8/02, X

-

SIS

//::::::f”””fﬂ/’f/’f” X

OftheA work orders 1 reviewed, X , work order X ——X | dated X— X revealed ¥ ¢
units failed the X —X_ ) testing (Exhibit R41). Othcrw1$e for the other X work
orders reviewed, the typical total failed ranged from ¥ _ units out of XX uinits tested, with
¥ X batches showing X——X units failed X ———>< There was no notation as to the nature of the
XY unit failures for the above work order. Mr. Shirley responded that the engineer responsible for
this project informed him that the failures were at the catheter «~—"""~———""operation; that

this catheter testing is designed in part to evaluate the “~"\_~"-operationas: (_ _~__~an
result in violating the catheter interior wall. In this case, the «~_-—— operation was over« .-~
and (i units failed testing.

Another issue noticed during my review of these >L work orders was that of scrap accountability.
X——>% work orders reviewed revealed from Yy to X units unaccounted for in the final tally of
devices produced for the respective batches. Batch numbers and numbers unaccounted for are as
follows:

X
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i N

The number of units accounted for in any particular batch record occurs at a variety of places
throughout the assembly as discerned by comparing the total number accepted at the various points
in the Bill of Operations where that information is recorded. In none of these cases is there a
notation as to the reason for the unaccountability or scraping, nor are there any related deviations
applied to any of these work orders. I brought this to Mr. Shirley’s attention. Mr. Shirley stated
that they perform X —)X_ trend analyses of percent yields on the INTRAN processing that is
reported in the . —————————————— /L That report notes percent yield for the
final electrical test specifically, and percent yield for all other causes prior to the final electrical
testing combined. The above tabled list of units accounted for this second category of otherwise
unspecified scrap rate. Mr. Shirley stated that an engineer is assigned for this product line and is
responsible for overseeing this assembly process, including review and control of yield issues. Mr.
Shirley also stated that the MRB reviews percent yields for this product line and feels that the
percent yields are quite low. Mr. Shirley stated that he felt there was no requirement in the GMP to
otherwise document or specify in the Device History Record the reason for specific scrap at this low
rate. I informed Mr. Shirley that to assign cause or location for the scrap offered the opportunity to
extract additional information about this process that the firm may find useful for process
improvement. Examples of théﬁ\x report, reporting percent yields for the INTRAN product
line can be found in the Exhibits as follows: Exhibit M 10, Page 14; Exhibit M11, Page 15; Exhibit
M12, Page 17; and Exhibit M5, Page 18.X~X examples of INTRAN Plus work orders from the
above table are exhibited here as follows.

e x

BONDING PROCESSES
Written by Investigator Jerndal.

Assembly operations for X, of this firm’s primary product lines, the X —_— X
illustrated in the product brochure X ———3% and the ¥

- —X illustrated in product brochure
X ——( utilize bonding processes. X~ _

S
/ /
- : —
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operations were reviewed during this inspection, chosen for their connection to corrective action
requests, and as follow-up to bonding processes reviewed during the previous inspection. Also
bonding was chosen for review that represent a variety of bonding types.

CAR Y—X and X X

From a list of all corrective action requests occurring between X ———— “_ to the present, \(g\{
CARS were requested for review that involved a field complaint as follows, CAR X -

X X On Wednesday, 2/04, I reviewed CAR X—X originator/date
’X—“X The Corrective Action document presented for review at this time is included here as
Exhibit R51. This Corrective Action was initiated in response to a customer complaint concerning
X > which was reported to have leaked at the tubing
bond of tubing part\)>{_ and female connector X%Of\;( units returned by this customer, Y of
the used units and )( ‘of the unused units were \N~_~——— A copy of that complaint

X ——2 received on) >¢ 1s attached as Exhibit R52. 1requested information on the
current status of this corrective action. On 2/07, Saturday, Ben Shirley supplied an updated version
of this Corrective Action{—X. This updated X —X is submitted here as Exhibit R53. This
remains an open corrective action. The Exhibit R53, 3 y(\/Correction of Immediate
Nonconformance states, X “\_—\E B ———

e
/——— - .

ﬁl This CAR documentation is silent on the

1mpact on forward productlon The CAR root cause analysis concludes, X X
- I : ——
—————X The Corrective

Actlon Plan is stated as, X - : >
X

Exhibit L66 is the specification for the female connector X - ._—_/—————/ﬁé
Exhlblt R54 is a copy of the Matenal Specification )( Rev1snon)<dated K. ’/‘\%
> The bond in question is illustrated,
)ngmeermg Drawing portlon of Exhibit R&88, with the note, H

» Manufacturing Procedur@&——— 74 Revxsmn% dated
X—. N\~ Assembly, is attached as Exhibit R55. K— — —x
P e
X 54 Each part is visually inspected by
thc assembler. The procedure ‘Exhibit R55 lists the visual defects to inspect for.

for example, on the X

In addition, each \/‘v\_/“———“i"pel the Manufacturing Procedure X_— % Revision x
dated Y- - >/, submitted here as Exhibit

R56. This is >(§L>[ testing. l
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OBJECTIONABLE CONDITIONS

On 3/3/04, a FDA-483, Inspectional Observations, was issued to Kevin L. Cornwell,
CEO/Chairman, in the presence of Mr. Shirley. Mr. Cornwell also had individuals connected via
telephone as follows: Larry Pilot, Attorney; Dan Jarcho, Attorney; and ™N—r""v"~_——

e "~~~ FDA Investigators Medina, Wilkins, and Jerndal were also
present. ,

The closc-out meeting was audio taped in its entircty and the tapes are included as Exhibits L1. The
tapes are contained with the original EIR only. Mr. Cornwell stated that he did not wish to have the
FDA-483 annotated and he did not promise to correct the observations made on the FDA-483. The
Investigator responsible for each observation has provided the supporting text and documentation
and the author of each item is noted.

Observations listed on form FDA 483

OBSERVATION 1

A process whose results cannot be fully verified by subsequent inspection and test has not been
validated and approved according to established procedures.

For example,

a) Extrusion molding processing parameter operation control limits (i.e. heating zone, die,
adaptor and clamp/gate temperatures, variac setting, screw RPM, head pressure, puller
and cutter speed, and laser micrometer setting) are not supported by an examination of
their relationship to the true control limits (edge of failure).

b) Injection molding processing tolerance limits (temperatures, pressure, speed, injection
time) have not been challenged, there is no documentation to support that test sampling
plan was based upon a statistically valid rationale - "_—~_ " —"—
and there is no documentation to support that process equipment ~~ """ was
properly installed. Validation activities have not been conducted on the -~
programmable logic control system utilized to establish actual operating parameters of

the injection molding equipment. This was observed for injection molded part «~—
\_,,f N N S N W

c) The material drying process has not been qualified or validated. The drying process
includes a - \_ "~ hour dry time at a temperature of .~ degrees Fahrenheit (BOO
Process Number \ ~_ ™ Operation ... Work order number (- "dated

LU documented that (.U~~~ material was dried at “* and c—degrees
Fahrenheit between U U \_-_—~ Work order number ¢ 7 dated .-
documented that ¢ "\ material was dried betweent { and < degrees
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Fahrenheit between Aﬁ*\-\k The material X . ___ >/

specification sheet states /‘(“&* -
X . : — X
Yo work orders (a total of S X _documented runs) were

reviewed between X.————X_for injection molded part "\ _———— >

e %

d) The annealing process qualification associated with injection molded part \/ N
X > is not complete in that data/documentation
does not exist associated with Y =<
X X
X >
X ———X for the operations as follows: “X_ —
X e

the test. The current Bill of Operations (Process No. X. ———Y_ Operationy states
to anneal parts ¥ ——_) to procedure X X Manufacturing procedure % \/
YYOL entitled “HEAT ANNEALING PROCEDURE?, Rev. X, dated X Y_\ (section
YO YU states to preheat oven to XN degrees Fahrenheit \ << > and place
trays in preheated oven for X x_\_ minutes (section -

Additionally, this same test report documents qualification for the \>( - A
U honding process used to assemble PVC tubing to ){—————%@connectors in
the Deltran assembly. The raw data supporting this summary report was not retained.

e) Bond qualification for the X —— T
X > revision X- - —_X_adhesive
was last done on X > as part of M- -

X > Bond qualification for the X : '
X —X_ rev. ¥, datedX——>< was last done
XY as part of \/_ X revision/. The firm
was unable to provide data to demonstrate that these)< bond process qualifications
support the current process.

) There is no maximum time established for pre-extrusion drying of the><r (

/y/f % used to mold the Assembly X M X

Reference: 21 CFR 820.75(a)
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Relevance/Additional details of the observation:

FDA-483 ITEM NUMBER 1a: Written by Investigator Jerndal.

At the end of the day, Tuesday, 2/10/04, I asked Ben Shirley if Utah Medical had done a validation
supporting the sctup parameters for their cxtrusion molding process since the last inspection. He
replied that they had not. I asked if they had any prior validation for the process. He said yes, but
that it was old and would be difficult to find. Irequested any validation work that they might have
supporting this process. On Wednesday, 2/11/04, I again reminded Mr. Shirley of my request for
any validation or qualification that the firm may have that supports the current extrusion molding
sctup parameters. On Thursday, 2/12/04, Ben Shirley gave me two documents he indicated were
related to an extrusion process qualification as follows:

) Exhibit R45 is a copy of test protocol X ——X_, Revmon\( datedX h——y

7<; e

. Exhibit R46 is a copy of test report )UL \_ Revision X, dated /L \__q&
X - e

These documents were presented without any explanation other than that they supported the
extrusion process qualification. A review of these documents revealed that they involved work done
n to evaluate INTRAN Plus Tubing (Part X%\L Replacement Material. As their then current
production material, "W X Y Mo——  ———— % was no longer (then)
avallable The Exhibit R45 Test Protocol }—X_ lists the X materials evaluated (one being the

( X material). Ultimately, number X\ from that list, namely, Y} —————><
was selected for new production remains the current resin material
used for this X —_— X part (Exhibits R29 and R30). Exhibit R46
pages )( and X describe the X_ various test report summaries attached to this final report Y\X
Neither of these documents describe the production setup parameters used to produce the samples
manufactured for testing described in this protocol and test report. The notation on Exhibit R45

,7( K indicates that )<>Q71 pieces, lot #42674 were manufactured for this evaluation. I
requested the Device History Record for this lot, and was later told by Mr. Shirley that they no
longer had this documentation.

On Thursday, 2/12/04, at the end of the day summary, I informed Mr. Comwell, Mr. Shirley and w
' Ns_~ that extrusion molding process parameters remain unsupported by validation and that

this would be a continuing citation for the outcome of this inspection. Following this, at this

meeting, Mr. Cornwell announced that he was now ready to respond to the findings of the previous
inspection and to 1ssues brought to their attention, including the extrusion molding validation issue
discussed at this meeting. At this time, the inspection plan was to break from the inspection that
cvening, Thursday, 2/12/04, and reconvene Tuesday, 2/17/04.

Ultimately, the break in the inspection was extended through Sunday, 2/22/04, and we reconvened
Monday, 2/23/04. To begin that day, Mr. Cornwell held a taped meeting where he introduced and
supplied us with a copy of a spiral binder, Exhibit L10, indicating that it was documentation of
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where the firm was currently for each of the previous 483 items. “Our best foot forward” stated Ben
Shirley. We indicated that we would review this material as part of our ongoing inspection.

Sections 1D of this binder (corresponds with observation 1D from the previous inspection 483)
addresses the findings of the past inspection that there was no approved extrusion process validation.
The firm’s posmon as summarized in the 2/19/2004 memo to that section, is that this is \(?g
equipment in long term and extensive use. They state their opinion that X)(\L)()( units shipped
with no complaints or evidence of failures by itself validates the X ——— X ;witha
high degree of assurance.

Later in the day on Monday, 2/23/04, XKKX(y gave me a large stack of ><>é *documents he
said was related to extrusion molding. A review of this material revealed it to be comprised of a
variety of extrusion molding equipment manuals and miscellaneous older drawings, documents,
extruder die drawings, and some documents describing the initial purchase and installation, and
employee training that occurred around X ———X when the extrusion molding equipment was
first purchased and installed at Utah Medical.

One of the documents in this miscellaneous material - Exhibit R47 is a copy of a memo dated

, subject: D s —_— A ’that
descrlbes title and contents of a variety of documents, miscellaneous materials, related to
extrusion molding and its equipment and its storage locations. None of this material appears to
document specific processing parameters utilized during this early period nor does it appear to
connect to any underlying validation of process setup parameters for extrusion molding.

On Tuesday, 2/24/04, I discussed the Exhibits R45 and R46, \(\/ INTRAN Plus Tubing Materials
Evaluation with Mr. Shirley. I told him that, without documented connection of this ° Y XK report to
current conditions and practices for extrusion molding of this )(5( %) this represents work lost due
to a failure to maintain documentation continuity, or is the basis for misplaced confidence in a
process that may have drifted away from conditions in place during this XY qualification. I
discussed with Mr. Shirley that for this carly work to continue to be useful, documentation showing
linkage to this carly work should be up to date and presentable and updated; that it appears not to be
i1s itself problematic. However, if they were able to demonstrate continuity and present a
documented rationale for supporting current operations with this work noted in )Q)()( I advised
them to produce it and [ would review it in the context of the extrusion molding review.

On Wednesday, 2/25/04, Mr. Cornwell held a taped morning meeting (we had no end of day
summary at the end of the prior day). Investigator Medina again requested any information that
might document that the injection molding process is operating under control, including any
validation work establishing process control parameters. We were informed that Utah Medical has
submitted substantial quality information to a contract “expert in molding processes” to evaluate the
status of molding processes, and to make any recommendations to improve the ongoing support for
molding processes. As to the extrusion molding process, we were told that a “retrospective
validation” was under consideration as part of this involvement with this consultant. They declined
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to tell us who the consultant was and stated only that it is a review of historical data that has not yet
been submitted or written into any final form or report. I asked if they had submitted to the
consultant any quality system information relating to molding that we have not yet been provided as
our review is in the same area. Their response was ambiguous stating that it was historical data but
intimating that there may be more information. 1 asked if they had done or were doing any
additional engineering work to support this effort. Again, their response was similarly ambiguous.

Later Wednesday morning, 2/25/04, Ben Shirley supplied me with three Engineering Change
Requests that he stated would demonstrate the linkage between the >( ————X Test Report
(Exhibit R46) and extrusion molding current operating conditions. These are exhibited here as
follows:

Exhibit R48, Engineering Change Request C/R X—X date implemented ¥ ——-——X_
\ —X — this documentation contains qualification work done of new printing ink that is
applied to the catheter body.

Exhibit R49, Engineering Change Request C/R X——%( date implemented, X
———— 3 - this document introduces dimensional changes to the XX part

number for extrusion tubing, X o
K b
M SV
Y ———X of this exhibit under section entitled
Recommendations, states, X- ' - - R —

% X
K ¢

Page )Qofthis exhibit, a memo from /(fﬁ\éu the last two sentences of the first paragraph
state, Y_ -_ —_
¥ ———————" 7% Beginning second paragraph, Y}~ ——/

';Q___ ///“,
e /\4/\ It is not

clear from this documentation how circumstances described in this change request impacted process
and product parameters then nor does it appear to demonstrate linkage to the current process and
parameters as alluded to by Mr. Shirley.

Exhibit R50, Engineering Change Request C/RY\/ ' date implemented X
Bill of Materials and Bill of Operations with X —

X. updates the

BY
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‘ . No additional documentation is attached or
referenced.

At the end of the day, Wednesday, 2/25/04, Mr. Shirley supplied me with a copy of an old Extruder
Setup Sheet for Work Order Yy \L, Part N4\ dated XYW, attached as Exhibit R24. Mr. Shirley
stated that the lot #42()74 Build of XN Samples noted on page\{ of Exhibit R45 XY \/

- , dated X was no longer available and that this
setup sheet was an example from that time period illustrating the setup parameters the firm used with
this then new J\MK material, the same material in current use today, for extrusion molding of Part

XY tubing,

In the morning of Wednesday, 2/25/04, Mr. Shirley also supplied me with printouts of the )( NEVAY:
Bill of Operations current Revision level\ and the Revision level). version dated \/\X§L These
two documents are attached as Exhibits R27 and R28 respectively. Mr. Shirley indicated these were
supplied for comparison to show similarity in the process between conditions during the introduction
of new X material circa X —)_and current operating conditions. I asked Mr. Shirley if Utah
Medical had ever done any study or review of the effects of various extrusion process parameter
changes on the extrusion product. He said he thought they had but, “it would be difficult to find that
old stuft, but he’d check.” No additional information or documentation of this nature was supplied
by the conclusion of this inspection. No documentation was presented to support set-up parameter
validation for the other three parts produced by extrusion molding.

FDA-483 ITEM NUMBER 1b: Written by Investigator Medina.
Injection molding processing tolerance limits (temperatures, pressure, speed, injection time) have not
been challenged. The lack of validation for injection molding is a repeat observation noted on the
previous FDA 483’s for 2003 and 2001. Ben Shirley, Quality Manager, provided information
associated with the injection molding equipment set-up as follows:

EXHIBIT |- DOCUMENT = | DESCRIPTION

L17 “MOLDING SET-UP SHEET” | This is a representative example of
for machine number X —— | an injection molding operational set-
up sheet which includes processing

_— ' equipment parameters.
'\\ﬁ%———‘

L18 FORM SPECIFICATION The “RUN SHEET”

numberw RUN SHEET- documents the processing -
MOLDING; Revision Xdated information (but not limited to) as

X VW follows: A —
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T~ —
IK' /_//’
o
B //‘/ y’ -
.

L19

TRAINING DOCUMENT
number X% entitled
“INJECTION MOLDING
PROCESS SET-UP AND
PRODUCING PART?”, Revision
N, dated S~

Contains injection molding process
set-up instructions X—_—~—§L
producing parts XY and
completing injection molding work
orders X Section X states
to X = -

WX Section ) XXstates
'.A e ——

No data exists to support operational or performance qualification activities associated with injection
molding equipment as it is present at the firm.

There 1s no documentation to support that test sampling plan was based upon a statistically valid

rationale Ben Shirley, Quality Manager, provided information
associated with the injection molding part sampling and testing as follows:
EXHIBIT DOCUMENT DESCRIPTION
L.20 “Control Chart for Variables” | Contains control limits for Mean and
for Part number 3O entitled | Range (LCL and UCL). Additionally, a
4 — sampling plan is specified for a
/ sampling interval of X hours and a
_____’—__>< sample size of A ————x_
L21 “Attribute Inspection Form” Contains visual inspection defect

for Part number X&L}(mtitled

<;‘jt

descriptions for flash, incorrect luer
taper, short shot, and others.
Additionally, a sampling plan is
specified for a sampling interval of)(

hours and a sample size of\(—— 0
et

Mr. Shirley stated that the firm’s sampling plan associated with all injection molded parts

manufactured at the {irm 1s similar as mentioned above }(

See also the discussion

of the firm’s use of SPC (measuring product characteristics) found within FDA-483 item number 2a
and the Objectionable Conditions section of this report.

During this inspection, physical sample testing )(_/_____.—->4 was observed (work
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order number —X: Exhibit 1.22) in which the inner diameter of the “—~_~_ was tested via
use of a pin gauge on 2/23/04. The pin gauges are marked with sizes X ——X_ ' (see
discussion below). These measurements are recorded on the “Control Chart for Variables” for Part
number )XY C entitled " X~ ——7 17 1 Tl

Pin gauges were observed to includeX—Y_ sizes as follows: X————— & The inspeclor
stated that she would record X—X_ " on the “Control Chart for Variables” when the X gauge fit
“snuggly” within the ~~~~_—~ " and when theX X gauge would not go to the bottom of the L~~~
\~ . The actual data recorded on the “Control Chart for Variables” sheet is directly associated to
the inspectors touch/feel and experience in testing the component.

The above mentioned part is manufactured into the Deltran device line and is subjected to a N~
operation (see FDA-483 item number ld and the Objectionable Conditions section of this report
which discusses part qualification). The part is measured for this dimension / “o~o ™

N\~ ) prior to acceptance into manufacturing of the finished device. If this part is too small or
too large there is a possibility that the “\»s will not process correctly due to the improper
fit/incorrect part size.

Three (3) work orders were reviewed during this inspection for injection molded parts manufactured
between X ———— > A summary of these work orders is as follows:

WORK ORDER X ———————> (Exhibit 1.23):

Exhibit L23 contains documentation associated with the manufacturing of this work order of
injection molded parts X > Documentation is as follows:

EXHIBIT/PAGE(S) | - DOCUMENT DESCRIPTION
L23/1-3 WORK ORDER TRAVELER
L.23/4 RUN SHEET
L23/5 MOLDING PARAMETER CHART (actual equipment
processing parameters under which the parts were
manufactured)
1L.23/6-42 Control Chart for Variables and Attribute Inspection Forms
for processing which occurred between

Mr. Shirley stated that this work order contained the parts manufacturing and testing which
aided in the establishment of the firm’s SPC.

WORK ORDER X -\ Exhibit 1.24):

Exhibit L24 contains documentation associated with the manufacturing of this work order of
injection molded partsx\% Documentation 1s as follows:

EXHIBIT/PAGES) | " DOCUMENTDESCRIPTION =
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1.24/1-3 WORK ORDER TRAVELER
1.24/4 RUN SHEET
1.24/5-6 MOLDING PARAMETER CHART (actual equipment

processing parameters under which the parts were manufactured)
—Page A MOLDING SET-UP SHEET (established set-up
specifications) — Page X

1.24/7-38 Control Chart for Variables and Attribute Inspection Forms for
processing which occurred between

WORK ORDERX —— X (KExhibit 1.25):

Exhibit .25 contains documentation associated with the manufacturing of this work order of
injection molded parts X ———>C Documentation 1s as follows:

EXHIBIT/PAGE(S) | : : DOCUMENT DESCRIPTION
[.25/1-3 WORK ORDER TRAVELER (copy unrecadable except for
part label and total quantity; best possible copy obtained)
1.25/4 RUN SHEET
L25/5-6 MOLDING PARAMETER CHART (actual equipment

processing parameters under which the parts were
manufactured) — Page\]k MOLDING SET-UP SHEET
(established set-up specifications) — Page

L.25/7-28 Control Chart for Variables and Attribute Inspection Forms
for processing which occurred between X IN-
PROCESS MOLD MAINTENANCE (Page

A summary of the total number of parts ¢
samples tested in each work order is as follows:

Y. produced and the number of physical

EX_HIBIT/PAGE__‘ / WORK - | TOTAL NUMBER NUMBER OF SAMPLES
= i S _ORDER | ' OF PARTS : . TAKEN(*) :
L23/1 o~ <
- — 7 ]
L24/1 A ! J[ X
1.25/1 X ——X_

") “Control Chart for Variables” for Part number}é}(}( entitled X_-———.Bé
/{/—\—% which contains control limits for Mean and Range (LCL and
UCL); sampling plan is specified for a sampling interval of X-—= > and a sample size

of X =

There 1s no documentation to support that process equipment X\% was properly
installed. Ben Shirley, Quality Manager, provided an instruction manual for the

X ~ Several pages from this manual are found as Exhibit
126 which includes the information as follows: system requirements for injection unit, clamping
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unit, and others (heater capacity, pump motor, oil tank capacity, etc.); auto zero adjustment; and
regular checking (daily, weekly, and monthly) and trouble shooting. This is a representative
example of pages contained within this user manual.

Validation activities have not been conducted on the X , —X
utilized to establish actual operating parameters of the injection molding equipment. Mr. Shirley
stated that the firm has not conducted validation or qualification activities associated with other
programmable logic control systems associated with actual operating parameters of injection
molding equipment currently present at the firm.

Ben Shirley, Quality Manager, stated that this system “remembers” or maintains the injection
molding set-up parameters in between processing days (when processing occurs over several days).
The operators do not need to re-enter the injection molding set-up parameters from one operational
day to the next. Only one actual processing parameter document (entitled “MOLDING
PARAMETER CHART?”) is found within the work order packet for manufactured parts. The chart
documents the actual processing parameters that the injection molding equipment is operating under.
The operators do not print off a “MOLDING PARAMETER CHART?” for each new process run.
Mr. Shirley stated that the operators only print off a “MOLDING PARAMETER CHART” after the
initial set up to document that the actual injection molding equipment is operating per the established
“MOLDING SET UP SHEET” (example found as Exhibit 1.17). I stated that the operators should
verify that the operational set-up parameters continue to be the approved set-up for the molded part.
Mr. Shirley agreed; however, he stated that the computer system “remembers” the processing set-up
from one run to the next. I stated that there is no documentation to support this statement.

Mr. Shirley provided an instruction manual for the /K - >

A — <~ Several pages from this manual are found as Exhibit .27 which includes the
information as follows: (table of) contents; operation panel (Pages 3-4); mold mounting and
clamping force setting (Pages 5-0); setting of mold and ejector movements (Pages 7-9); injection
setting stage (Page 9); charging setting stage (Page 10); test molding stage (Page 10); explanation on
screens (Pages 11-12); mold movement (Page 13); injection (Page 14); and monitoring (Page 15).
This 1s a representative example of pages contained within this user manual.

Several documents were collected in association with the firm’s injection molding operations. A
summary of these documents is as follows:

EXHIBIT/PAGES /| © ¢ INJECTION MOLDING DOCUMENT
1.28/1-2 Utah Medlcal Moldmg Machmes Materials, Equ1pment
Information Sheet date which includes a listing
ofthe)QﬁXC molding machines which are present at
the firm.
1.28/3-9 A listing of injection molded parts (via part numbers); a
description of the part; the mold number; and the
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machine(s) on which the part is manufactured.

L29/1-4 In-house molded parts dated XX via part number and
part description.
L.29/5-6 Indented Bill of Material for Deltran IV %—3X, and [UP-

400 Intran Plus :X—>¢_ devices dated X—X_ part
number and description.

L.30 MANUFACTURING PROCEDURE number X _———<
entitled “MANUFACTURING LINE CLEARANCE”;
Revision A | datedd——><

L31 QUALITY ASSURANCE PROCEDURE number X——3<
X entitled “FIRST ARTICLE INSPECTION”; Revision
Nrdated ¥—>~

L.32 QUALITY ASSURANCE PROCEDURE number Xc—
>§ entitled “INJECTION MOLDED PARTS”; Revision V.
undated

133 TRAINING DOCUMENT number X- < entitled
“MOLDING EQUIPMENT START-UP AND SHUT-
DOWN PROCEDURES”; RevisionY, dated X——=X

L34 TRAINING DOCUMENT number { ——x_ entitled
“MOLDING MATERIAL HANDLING”; Revision ¥_
dated ¥ X

L35 TRAINING DOCUMENT number X—— > entitled
“REGRIND PROCEDURES”; Revision, dated X-—x

L36 TRAINING DOCUMENT number X > entitled

“INJECTION MOLD INSTALLATION AND
REMOVAL”: Revision ¥, dated X—=X

1.37 TRAINING DOCUMENT number A——X_ entitled
“MOLDING DEPARTMENT MOLDED PART
HANDLING”; Revision\|_, dated 'X~—74

Several nonconformances associated with injection molded parts were noted during the course of
this inspection and a summary of these documents 1s as follows:

‘_EXHIBIT/PA§E§ . INJECTIONMOLDING
S - NONCONFORMANCE DOCUMENT i
L38 REQUEST FOR DEVIATION/WAIVER dated

)Q—)L number Y——x*_ for )(P\)L-\/'\w
v~ ) associated with laser mike calibration due. This
part is manufactured into the Deltran device line.

L39 REQUEST FOR DEVIATION/WAIVER dated
X——NC number X—Y_ for PN ¥——><
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connector) associated with the W ——ouw———

T
R This

part is manufactured into the Deltran device line.

L40

REQUEST FOR DEVIATION/WAIVER dated
X‘b}( number X_~—-Y for P/N /X~y
X —— ) associated with the X ————=

//

P 1 ~

—{ " This part

1s manufactured into the Deltran device line.

L41

RETURN GOODS AUTHORIZATION number

N — X dated X——X. Part
number '\&((resisting element) “failed testing” and
was scrapped. This part is manufactured into the
Deltran device line. No failure investigation/root
cause analysis upon the “failed testing” was
conducted prior to this lot of injection molded parts
being scrapped.

L42

Nonconforming Material Report number X ¥X dated
XN associated with PN XM (stopeock
assembly) having %

L43

Nonconforming Material Report number X x_ dated

_5004 associated with P/N X S N D
WXL having X T
- I - \,.9& rework.

L44

Nonconforming Material Report number X3¢ dated
X< associated with P/N <N (tubing,
connector, female) being X' ~——Y

X— > The
UCL and LCL will be X~

| X —X_ See FDA-483 item number 2a and the
Objectionable Conditions section of this report.
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The management of the firm was informed on 3/1/04, at which time my review of the injection
molding operations and associated procedurcs/documents had been concluded, that injection
molding validation (processing tolerance limits, sampling plan, installation of processing equipment,
material drying process, annealing process, ctc.) would be cited as an observation on the FDA-483,
Inspectional Observations.

FDA-483 ITEM NUMBER 1c: Written by Investigator Medina.

The X ~ —————— >« material (used in injection molded parts manufacturing) drying process
has not been qualified or validated. This drying process includes a XXX hour dry time at a
temperature of X <> > Fahrenheit (BOO Process Number X - X, Operation \/ which is
found as Exhibit L45). The actual instructions, as found on the BOO, state N 5

— T — \)<
The matenal)( — X gpecification sheet is found as Exhibit 146 and is entitled
K Page \states X -V
X > .

X—————~ Ben Shirley, Quality Manager, stated that the firm has not conducted a qualification
upon this material and no additional drying information is contained within a design history file.
This material specification sheet is the guide by which the firm processes the material utilized in the
injection molding equipment. Exhibit L47 is a representative example of additional specification

information associated with thls mateual Page additionally states )((w,%
- T\

Exhibit 148 is a representative example of the dehumidifying dryer X —
that the firm utilizes to dry the material which contains unit specifications, preparation for operation,
and maintenance and inspection.

Exhibit 149 is a TRAINING DOCUMENT entitled “MATERIAL DRYER CLEANING AND
START UP”, X ———2, Revision\(_.dated X—)X . Pagey SectionX :states X

Work order number X}(\C dated X X ¥ documented that )\ ¢ was dried af .)QQ
and K\(_ degrees Fahrenheit bctween XX Exhibit L23, Page}(-\is the “RUN
SHEET” for work order number ¥ >/ which documents the “Material Dryer (temperature and
dew point). A summary of the drver time associated with this work order is as follows:

)QM______V e s

—

. e —————— e
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K g
I

o

/,.:——:— SUNIIESR . V)

Work order number ¥+« A dated 1A~ documented that X_.___ " was dried
between X\{ and ‘Y. degrees Fahrenheit between V' X Exhibit L25, Page ¥ is the

“RUN SHEET” for work order number Y« —{_which documents the “Material Dryer (temperature
and dew point) A summary of the dryer time associated with this work order is as follows:

/

—x

. work orders “X - X_ documented runs) were reviewed between
for injection molded part ( X <

Mr. Shirley stated that the operators typically only record one drying temperature on the Run Sheet
for the entire run which is typically the first run of injection molded parts. The drying temperature is
not routinely monitored during the operational running of the injection molding equipment. Mr.
Shirley stated that the material needs to be dried in between runs and prior to the material being
utilized during injection molding operations. This drying in-between runs is not documented on the
Run Sheet.

The management of the firm was informed on 3/1/04, at which time my review of the injection
molding operations and assoclated procedures/documents had been concluded, that injection
molding validation (processing tolerance limits, sampling plan, installation of processing equipment,
material drying process, annealing process, etc.) would be cited as an observation on the FDA-483,
Inspectional Observations.

FDA-483 ITEM NUMBER 1d: Written by Investigator Medina.
Exhibit L50 is a document entitled X

)4————-—\_>1 Thls document addresses  %(_ =
- T —
ja —_— -,

X _ - - = : - ST he;é_is no

documentation/data to support a validation associated with the annealing process.
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Exhibit L51 is “TEST PROTOCOL - \o~o e — QUALIFICATION, P/N
MY, document number X“—_‘¥ Revisiony. dated d—X. Exhibit .52 is X K
X I T ¢ (Annealing Process) document number %_ -

YN RevisionX. dated W X}

Data does not exist to demonstrate that activities as specified within the protocol were conducted for
the operations as follows: part annealing; environmental cycle; accelerated aging; the number of
parts that were % sterilized; the number of parts that were bonded and pull tested; and the date and
name of the individual performing the test. A description of these activities as found within the
protocol is as follows:

TEST PROTOCOL OPERATION NUMBER/ _ DESCRIPTION OF EVENT ‘
EXHIBIT INFORMATION A : ;
6.2 Annealmg Anneal P/N \C}C per X
(Exhibit L51, Page 3) (AAY, Heat Annealing Procedure using
a temperature of X~ S
X Exhibit L64)
6.3 Bonding: Bond v~ tubing to the P/N
(Exhibit L51, Page 3) N e 3 usmo X———X

v “adhesive on an
equal number of \_~—

0.4 Bond Strength: Test and record the bond
(Exhibit L51, Page 3) strength for all X X_bonding materials
prior to ' XX sterilization.
6.5 /Q\L Sterilization: Send ¢\~~~
(Exhibit L51, Page 3) . assemblies bonded with all X Y

materials out forX cycles of X \_
sterilization. Include bare P/N X3

e

N TN e
assemblies. Check connectors and
assemblies after each cycle \~\_.~ or
other defects resulting from the X

6.7 Temperature Cycling: Place the parts

(Exhibit L51, Page 4) and assemblies tested in 6.5 in the

environmental chamber and cycle the

temperature between Zv—/—% ior
)(days Check \v, T

TN e ~—iand
other defects resulting from the
temperature cycling. -

6.8 Accelerated Aging: Place the parts and
(Exhibit L51, Page 4) assemblies tested in 6.7 in a temperature
chamber for accelerated aging. To
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simulate a\ll year aging process, the parts
are held at a temperature of X N
A—> Check v~ and assemblies
after aging for. _~_  or other defects
resulting from the temperature aging
process.

L.

Additionally, data does not exist to demonstrate that activities as specified within the test report were
conducted for the operations as mentioned above. A description of these activities as found within
the test report (Exhibit L52, Page 2, Section 3.0 entitled “QUALIFICATION TESTS”) is as follows:
' TEST REPORT OPERATION NUMBER | : DESCRIPTION OF EVENT . -+ !
3.1 (relatable to protocol section 6.2) | The annealing process was done per «~——_
.. The group of parts tested had different
molding parameters. Each group was
checked \/N\NN™— before and after the
annealing process. No ., _—~__~. were
visible through the use of a microscope.

3.2 (relatable to protocol section 6.3) | The parts were then bonded with X—>)
per ' X N The ~—__— with

_ different adhesives X ——— X

X —A. No
——~_—3+Wwere visible after this process as
well.

3.3 (relatable to protocol section 6.4) | Pull tests were performed on units prior to
VX (Test results found on Pages X X_

3.4 (relatable to protocol section 6.5) ><>C exposures were completed on all units.
No sign of "~ ; were found.

3.6 (relatable to protocol section 6.7) | Seven day environmental cycle was
completed. No sign of _~_ _— ;were
found.

3.7 (relatable to protocol section 6.8) X year accelerated aging is in process and
will be completed on X< The
results will be added to the Test Report.
(Accelerated aging test completed X—2
X)( results, no "——  were found on
any of the three groups identified in sec. 3.2
on this-test report.) '

Ben Shirley, Quality Manager, provided Exhibit L53 as documented evidence that the parts were
injection molded for this protocol under “EXTRA PROCESS WORK ORDER (EPWOQ)” for old lot
number A~ ‘new lot number Y X ¥ dated i y{ X ¥ Mr. Shirley stated that these parts

were molded for )( X %cven though this document does not state this. 1 stated that these parts
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were molded prior to the approval of the “TEST = o T T
QUALIFICATION, P/N —”, document number ——— Revision — dated —- - -

Mr. Shirley stated that these parts were injection molded under “controlled production conditions™ as
specified on the EPWO section entltled “INSTRUCTIONS FOR PROCESSING”. The mold heater

temperature S — and temperature controller parameters: ——
respectively) varied. The exact number of parts which were run under the above mentioned
conditions could not be determined from the information contained within this work order
manufactured on —

Exhibit L54, Page- “is the Bill of Materials - BOM (Procedure: — ———— dated ——- : for part
number - 3xhibit L54, Pages —1is
the Bill of Operations — BOO (Procedure: ——--— dated -———for part number =™ _ -

Mr. Shirley stated that this is the BOM
and BOO associated with the processing of the above mentioned parts in association with “TEST

PROTOCOL S ” document number
-, Revision— dated There is no documentation or data to suppon that the
annealing process was conducted per The test report states that the — ———""—
There were ——processing parameters and it is not

specified the number of parts that were processed under each parameter nor the number of parts
which were tested for« \"~"zand after the annealing process.

There is no documentation that the parts were then bonded with _.per — --—  The
tubing was bonded with — different adhesives - e
The test results (without supporting documentation) is found as Exhibit L52, Pages

~— " exposures were documented as being completed on the experimental units processed
under “EXTRA PROCESS WORK ORDER (EPWO)” for old lot number

—— dated = . A summary of these — cycles is as follows:

PROCESS/RETORT NUMBER — jdated ~——
Exhibit L55 is a SUBMISSION FORM (Process/Retort number ) dated
which specifies that — is to be sterilized. Ben
Shirley, Quality Manager, stated that this “test box” contains the injected molded parts which
are part of the “TEST PROTOCOL -
P/N —  document number . Revision  dated I stated that there is

no clear delineation between the V™~~~ molded parts which are contained within this study
and these parts which are being sterilized. Mr. Shirley agreed.

LExhibit .56 is the ™/ 1 PN _ M
— L7 (s g 1/ (lab completion date
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——— ). Page— indicates that this laboratory number ——__ identifies the sample taken
from process number ~—— . This documents the sterility of this batch of parts.

=— PROCESS/RETORT NUMBER —— dated - =

Exhibit L57 is a bUBMISSION FORM (Process/Retort number —dated —
which specifies that - *is to be sterilized. Ben
Shirley, Quality Manager, again stated that this “test box” contains the /"> nolded parts
which are part of the “TEST PROTOCOL -
QUALIFICATION, P/N ., document number — Revision™ dated ™ —— 1
stated that there is no clear delineation between the </~ molded parts which are
contained within this study and these parts which are being sterilized. Mr. Shirley agreed.

Exhibit [.58 is the . =————— —

—— . Page—1indicates that this laboratory number - identifies the s_ample taken
from process number = This documents the sterility of this batch of parts.

_— PROCESS/RETORT NUMBER —— dated —

Exhibit L59 is a SUBMISSION FORM (Process/Retort number — rdated —

which specifies that ~ " isto be sterilized. Ben
Shirley, Quality Manaoer stated that this “test box” contains the v~~~ molded parts which
are part of the “TEST PROTOCOL -~ e
P/N -— |, document number- ,Revision — dated=— . Istated that there is
no clear delineation between the ~~~" molded parts which are contained within this study

and these parts which are being sterilized. Mr. Shirley agreed.

Exhibit .60 is the  / /7 M o~ TN M o~ .
L -7 - o’ L7 —

PagC'*-indlcates that this laboratory number — ) identifies the sample taken

from process number This documents the sterility of this batch of parts.

Exhibit 161 is a TRAINING DOCUMENT procedure entitled “ENVIRONMENTAL AND
ACCELERATED AGING TEST”; procedure number , Revision —<dated — . Page
— Section — states that

P

N

Mr. Shirley stated that this
procedure was followed for this experiment and is what is referenced within the test report.

i

The test report stated that «.. day environmental cycle was completed...” (Exhibit L52,
Section — However, 1t was noted that in the protocol (Exhibit 151, Section—— that the
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environmental cycle was specified to be carried out under the conditions as follows: place the parts
and assemblies in the environmental chamber and cycle the temperature between ————  for
= days. There is no documentation to support the temperature cycling.

Mr. Shirley provided Exhibit 1.62 when he was asked to provide documentation that the
environmental cycle was conducted in accordance with the test protocol. This exhibit is a page from
the “Environmental Cycle Log” and the entry that Mr. Shirley identified as the one associated with
this experimental test is dated ——————— The product is identifiedas ~ — —~ and

the estimated date out is documented as ——— [ stated that ——isatotal of — day
exposure to the environmental chamber and the protocol (Exhibit .51, Page | Section—) indicates
that the cycle is approved for" Therefore, this

environmental cycle was not conducted in accordance with the established p10tocol

There is no documentation or data to support that accelerated aging took place on the parts during
this study. The test report states that

The test protocol (Exhibit L51, Section ——-
states to conduct accelerated aging as . R

k2l

——

It was noted that the parts were released from (/~~-— molding on ——— per Exhibit .54, Page ™~
which is the Bill of Operations — BOO (Procedure: ” dated — for part number ——
— _ The environmental cycle took place
between accordmg to Exhibit L62 provided by Mr. Shirley. The parts were subjected

to — sterilization between According to the above mentioned test protocol, the
parts were to be ~—— sterilized and then subjected to environmental cycling. According to the
documents provided by Mr. Shirley and discussed above, the parts were subjected to the
environmental cycle prior to being subjected to———sterilization.

[n summation, the current Bill of Operations (Process No.
parts /. ——— to procedure

, Operation —states to anneal
. Manufacturing procedure ——— . entitled “HEAT

ANNEALING PROCEDURE”, Rev. | dated 1s found as Exhibit L63. Section . Page
states to preheat oven to degrees Fahrenheit (section — and place trays in preheated
_/_—-l
oven for ) (section . The annealing process qualification associated with
\/~"" molded part (P/N ST ______-_r)is not complete in that

data/documentation does not exist associated with the quallﬁcatlon/valldatlon study associated with
the annealing oven. :

Exhibit L64 1s the current annealing procedure which is currently being utilized during injection
molded parts manufacturing Manufacturing procedure } ~—————sntitled “HEAT
ANNEALING PROCEDURE”, Rev. —dated —— The annealing oven operational parameters
are the same as mentioned above and found within the procedure within section —Page
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Exhibit L65 is a promotional material page from an industrial bench oven catalog entitled ————
which provides a description for the model —_ oven which is currently being utilized by the
firmto  “~___ ~_~— rts. Mr. Shirley provided this information and indicated that it is
associated with the annealing oven which is currently being utilized by the firm.

The management of the firm was informed on 3/1/04, at which time my review of the injection
molding operations and associated procedures/documents had been concluded, that injection
molding validation (processing tolerance limits, sampling plan, installation of processing equipment,
material drying process, annealing process, etc.) would be cited as an observation on the FDA-483,
Inspectional Observations.

A second item found within this observation is stated on the FDA-483 as “Additionally, this same
test report documents qualification for the "\~ bonding process used to assemble
— —tubingto ————connectors in the Deltran assembly. The raw data supporting this
summary report was not retained.” See the section of this report entitled “BONDING
PROCESSES” for additional information associated with the firm’s bonding operations.

This point was addressed and this section of the EIR was written by Investigator Jerndal.

I requested validation documentation for this bonding process. Mr. Shirley supplied Test Report
——  Revisiorr—, dated i T
attached as Exhlblt R57 and Test Protocol - /—'—/Revmon—— dated s
—— P/N , attached as Exhibit R58. This Test Protocol states, * —_

——— Mr. Shirley stated that the testing also supports the bonding
operation in question. Exhibit R58 protocol states on page — Acceptance Criteria Section = ——————

- — - pos—

The Exhibit R57 Test Report summarizes the result of —m———m > — ™ -
analysis done on— samples. We requested the raw data to review, in part to answer this question.
Mr. Shirley stated that the raw data was not maintained and is not available for review.

Additionally, the enginecr performing this work is no longer in the employ of the company. This

test report notes on page  Section |, that—year accelerated aging, completed — " wvas
performed and found acceptable; again, the raw data has not been kept and is not available for
review. According to Mr. Shirley, the = Corrective Action affects all of the DELTRAN
products manufactured and allof the___~ . bonded connector joints. The various versions

of DELTRAN are illustrated with the engineering drawings on pages —of Exhibit R84.
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FDA-483 ITEM NUMBER 1le: Written by Investigator Jerndal.

INTRAN PLUS Adhesive Bonding

I asked to review the validation supporting the : adhesive bonding of the \_~_——
"~~~ _inthe INTRAN Plus IUP fetal monitoring product family assembly, illustrated in
Exhibit L11. Exhibit R59 is the Engineering Drawing for this assembly, “INTRAN Plus [UP-X00
Assembly”, Revision Exhibit R6O is thc Manufacturmg Procedure . ——~v"~Revision
—dated — “INTRAN Catheter " N & Install Introducer.”

Fhls procedure directs this bonding operation. The tubmg in questlon is the Part -
tubing extruded In-house. This« ~o~._~" i S S I i
Mr. Shirley stated that this bonding operation was quallﬁed as p"trt of the "_“\/Iatenal

Qualification performed for the extrusion molding process. Those documents describing this include

the Exhibit R45 Test Protocol, dated . =, and Exhibit R46 Test Report, -~
11/09/95.

-

o . . f_ =
Exhibit R46, Pages +—— isthe ey,

Item #10 references,

—onpages — This summarizes pull
strength test result data for various groupings of samples. Mr. Shirley presented these test
reports as supporting this specific bonding operation. No specific discussion or description of the
relevancy was offered. I requested documentation supporting continuity with the currently
performed bonding process. Mr. Shirley supplied me with Engineering Change Request ———
dated —— attached here as Exhibit R61. It involves the change from —
—— forthe : dispenser used in this bonding operation with a reason glven as, “To keep
the syringe and adaptor from getting clogged.” Attached to this Exhibit R61 is the . —
procedure Revision Change from ~—)>f that time period in 1995. Mr. Shirley also supplied a
copy of a Bill of Materials for the [UP-400 INTRAN Plus Catheter dated , attached as
Exhibit R62. Mr. Shirley offered no specific explanation as to how these early documents assert
continuity with currently applied process other than to presume the process remains similar.

This bonding operation is called out as Line #11 illustrated on Bill of Operations Revision — Work
Order — Exhibit R44. Subsequent testing during this Fassembly is called out on line
~ = the final test done per — .. A copy of this procedure, Revision— dated ~————
e " Final Test”, is submitted here as Exhibit R63. This is the final electrical testing
and ————"functional test for the catheters. According to Mr. Shirley, Utah Medical
has done no additional qualification assessment or testing of this bond since that reference in the
above —— Materials Qualification.

INTRAN PLUS —— (~— Bond

[ selected an ———— "~ bond also from the Assembly process for revicw.

This bonding operation is directed by the Manufacturmg Procedure ~— Revision dated
L -Insert & - L.~~~ attached here as Exhibit R64. This
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operation is performed, as called out on line — of Exhibit R44 —— —Bill of
Operations. Testing performed following this \_ ~_~___.-—~_ ~ _ operation include the final
testing per discussed above, and the " > . testing done per ————
— Exhibit R41. This latter test assesses the catheter body independent of the parts associated with
this ~_/ " TN N

I requested documentation supporting validation of this bonding process. Mr. Shirley supplied me
with the following documents:

o Exhibit R65, memo from Dated ——— subject: Project Update

0 Exhibit R66 Test Protocol —————Revision=, dated e -
(This protocol’s reported purpose on page states, “Performance tests the
—-product structurally and functionally after sterilization and aging”).

o Exhibit R67 “Master Test Plan for

o Exhibit R68 lab book test data, dated . — (pull test data on page =~ ~—— -

o Exhibit R69, Test Protocol revision dated —— T T
Master Test Plan (page ¥, section = —— — .

= ,dated —

Mr. Shirley confirmed that there has been no additional testing done since that performed in the late
1980s as described above.

I observed this bonding operation and verified their current use of what appears to be the original

— A single operator, who mounts each ~\_~_-—~_~">~—" nto
which the -~~~ component is then placed, performs this operation. The operator then presses the two
actuating switches and the - ‘"~ T .and over the _.«__component. The

welding energy, duration, and alignment are pre-determmed automated and independent of the
operator. Each part is then examined by the operator visually. Mr. Shirley commented that this
bonding operation is a very stable process and that the connection between these two parts would
meet their — test requirements without . ~_~—~

FDA-483 ITEM NUMBER 1f: Written by Investigator Jerndal.

Exhibit R12, Revision —-dated —— “Material Dryer Cleaning & Startup” defines
the material dryer startup requirements on page ', Section «— Section — identifies the BOO (Bill
of Operations) as the document specifying the requ1rement for material drying. Exhibit R27, -

i — Revision — 300, line ' — states, —— - —
-— ~——  here is no maximum dry time established. Exhibit R4, Work Order
~—— start date ~ Assembly —. ncludes the BOO

Revision—"that notes on line ~—— - There is no
established maximum dry time for this extruded part. In this case, the BOO indicates the material
was put into the dryer hopper on The first “QUALITY ASSURANCE

INSPECTION REPORT” Sheet (Exhibit R4, Page 10) shows the process extrusion startup at
——————— It appears that in this case, the material remained in the dryer for — hours prior to
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startup. 1 asked Mr. Shirley if there were a maximum limit on the time material could be kept in the
dry prior to use. Mr. Shirley stated that there was no maximum specification established. I asked
Mr. Shirley what the affect of this long dry time was on this material. Mr. Shirley speculated that
over drying could result in the resin becoming sticky and that this might inhibit the flow of material
into the extruder hopper. Mr. Shirley stated that this would not be a problem as the extrusion
process could not go forward if the material were not moving into the extruder hopper.

Discussion with management FDA-483 item number 1:

a) Written by Investigator Jerndal. During the exit interview and presentation of the FD-483,
none of the parties present or on phone linkup had any questions or responses concerning the
483 citation #1 A, other to indicate they understood the issue.

b) Written by Investigator Medina. Ben Shirley, Quality Manager, stated that the injection
molding processing tolerance limits (temperatures, pressure, speed, injection time) have not
been challenged since the installation of the equipment in ;—— He stated that the firm has
(in their opinion) documentation to support that the process in operating within a state of
control. The documentation to support the firm’s position is found as follows:

EXHIBIT | DOCUMENT = DESCRIPTION
L66 Drawing Number — Rev. P/N  -— drawing and part
=, dated — entitled specifications (dimensions)
. L67 Bill of Materials; Procedure Part number; revision,
number , dated quantity, references, ECO
= for T No. which specifies the

S material needed to
- manufacture this part

L45 “BOO” (Bill of Operation) for | Operation number; work
R center; operation
- description which

—

> dated describes the
—  Y(Process .7 | manufacturing steps for the
injection molded parts.

L17 “MOLDING SET-UP This is a representative

SHEET” for machine number | example of an injection
I o 1 ¢ molding operational set-up
Number—"—"Connector, sheet which includes
Female, —— |, SETUP processing equipment
SHEET —— ;Rev™ parameters.
(undated)
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120

“Control Chart for Variables”
for Part number — entitled
-

- ; SPC —
Revision, —

Contains control limits for
Mean and Range (LCL and
UCL). Additionally, a
sampling plan is specified
for a sampling interval of —
hours and a sample size of

L2]

“Attribute Inspection Form”
for Part number — entitled

P —

hSPC —
Revision

Contains visual inspection
defect descriptions for
flash, incorrect luer taper,
short shot, and others.
Additionally, a sampling
plan is specified for a
sampling interval of—
hours and a sample size of

L18

FORM SPECIFICATION
number —— RUN SHEET-
MOLDING; Revision~ dated

——

The “RUN SHEET” (Page
=) documents the
processing information
(but not limited to) as
follows: ——————u—__

-
——
f
LT T T
I e o
/’_’_'__,___._,———-—
p—— T EEEET T

L19

TRAINING DOCUMENT
number " entitled
“INJECTION MOLDING
PROCESS SET-UP AND
PRODUCING PART”,
Revision + dated

Contains injection molding
process set-up instructions
(Page —, producing parts
(Page—); and completing
injection molding work
orders (Page—). Section
& states to ©

Section -~

states’ ———

e — e
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/

|
|
.
L68-L79 | “Certificate of Calibration” —l A representative example
of injection molding

) equipment “Certificates of
, Instrument Data Report; | Calibration” and
and Preventive Maintenance Preventive Maintenance on

documents machine numbers as
follows: —— 2

from —m—————

(*) Representative Injection Molding Equipment Calibration and Preventive Maintenance
documentation summary:

EXHIBIT | MACHINE - DOCUMENT DATE
1.68 —_— “Certificate of —_
~Calibration” from

h
—_— >

——

and Instrumént Dat»
Report (Code ~—=r

L69 ————— | Preventive —_—

— Maintenance —
documents

L70 — “Certificate of —
Calibration” from

I —

—
,4_~\\‘
and Instrument Data
Report (Code —

L71 SE— Preventive —_—
— Maintenance —
documents
L72 —_— “Certificate of —_—

Calibration” from
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[
[
and Instrument Data
Report (Code —

—

1.73 ——— > | Preventive
—_ Maintenance -
documents

174 —_ “Certificate of P
Calibration” from
—_——
/__——_—‘.
and Instrument Data
Report (Code —

e

L75 ——— | Preventive I
[ Maintenance
documents

L76 “Certificate of —_—

Calibration” from
-

- —

and Instrum'ent Data
Report (Code —

—

L77 ———————— | Preventive —_—
— Maintenance
documents
L78 —_ “Certificate of —_—

Calibration” from

——

’___————_
) /__———;———*.

and Instrument Data
Report (Code -

——

L79 ~—————— | Preventive G T

e Maintenance —_— - —,
documents
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Mr. Shirley also stated that there is no documentation to support that process cquipment

———was properly installed in — Validation activities have not been
conducted on the - programmable logic control system utilized to establish actual
operating parameters of the injection molding equipment. Additionally, he stated that the
firm has (in their opinion) documentation to support that test sampling plan was based upon a
statistically valid rationale { — This documentation exists in
the SPC sampling scheme (see FDA-483 item numbers 2a and 2b and the Objectionable
Conditions scction of this report) associated with injection molded parts. The firm’s
responsc to this observation (from the 2003 inspection) is found as Exhibit L10 (section 1D).
Exhibit 110, Page 20 (memo assoclated with this corrective action) states that the firm
“...has contacted outside ‘experts’ in the field of plastic forming for medical devices to seek
additional input regarding what additional activities the company should undertake to
‘validate’ its (molding) process. ———

Mr. Shirley stated that his firm 1s “confident” that the experts will find that the firm’s
injection molding operations are in control. During this inspection (on 2/24/04), Investigator
Medina asked Mr. Shirley to provide information associated with the “experts” as follows:
name; the date(s) information was provided to them; what services they were contracted to
provided; and the information/data that was provided to them for review. Mr. Shirley stated
that he could not provide this information to me during this inspection. On 3/1/04, Mr.
Cornwell stated that some information, since the previous inspection, was provided to the
experts for review.

ertten by Investigator Medina. Ben Shirley, Quality Manager, stated that the ——
_ _—— :material drying process (utilized during injection molding) has not been
qualified or validated. Mr. Shirley provided the material specification sheet and stated that
the processing of material above the established limits was an oversight. A Non-Conforming
Material Report (NCMR) was established during this inspection to address this processing
deviation.

Exhibit L80 is NCMR number ——dated. — (referencing ——— ; Lot number
—) which states that the description is “...OUT OF SPECIFICATION., — ——

—_ A hand written statement (dated ~indicates that
—_— T T —_ . - - o= ——

— . . R .

— T e e. Thereisno
scientific documentation or data to support this decision to use as is.
On the bottom of the above mentloned NCMR 1s a handwrltten note dated -which
states to ¢ — —
~ — —  ———————————————document number — Jated ——
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The lot numbers associated with this document are ———————— The description of

the deviation/waiver ( is stated as *

There is no scientific documentation or data to

support this decision to use as 1s.

d) Written by Investigator Medina. Ben Shirley, Quality Manager, stated that

data/documentation does not exist associated with’ ) —
» Rev. —dated —— and

Rev. _dated ¢ = However, he stated that the firm has improved upon the
manner in which they maintain data and documentation associated with
validation/qualification studies which have been conducted since that time.

e) See the above discussion found within the “Relevance/Additional details of the observation”
section associated with FDA-483 item number le.

D See the above discussion found within the “Relevance/Additional details of the observation”
section associated with FDA-483 item number 1f.

Related samples and exhibits:

A documentary sample (number 68796) was collected to document the manufacturing,

sterilization, and interstate shipment of a finished TUP medical device and associated deviations from
the Quality System Regulation. The IUP device contains injection and extrusion molded
components.

The exhibits relevant and related to this observation include the Exhibits as follows: L10; L11; L13;
L17-L25; L27-L81; R4; R12; R24; R27-R30; R41; and R44-R88.

OBSERVATION 2

Acceptance procedures to ensure that specified requirements for in-process product are met
were not documented.

a) Injection molded parts (P/N —) were not processed in accordance with procedure
number Revisior —entitled “STATISTICAL PROCESS CONTROL
CHART PROCEDURE FOR MOLDING” dated - Section » states to

—_—  ————————— above UCL or below LCL). Processing
above the UCL was observed in ' ———————————_ work orders for injection molded
parts (P/N 7 — manufactured between = ————— The established product
characteristic specification parameters for PPN _—_are —  inches.
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1) Work order number . Oni —— and® ~—,injection mold

manufacturing (P/N——) was documented as having - and
points above the established UCL . ———————  respectively.

2) Work order number —— On }—— and —— — injection mold
manufacturing (P/N —— was documented as having and
——points above the established UCL ————— Tespectively. NCMR ——

dated - —— dJocuments that —

b) Work order number —— (P/N~ -
(documenting the actual injection molding equipment set up parameters) dated ——
documented that the

differed from the* __ —— ———" " ’(established parameters). The.——

— __—— established parameter is ' ————— , in and the actual set-
up was ——in. The . established parameter is and the
actual set-up was This was observed in  ————————_work orders for
injection molded parts (P/N —— manufactured between ——————

Reference: 21 CFR 820.80(c)
Relevance/Additional details of the observation:

FDA-483 ITEM NUMBER 2a: Written by Investigator Medina.

Exhibit L821s — — 5, Revision —ntitled “STATISTICAL PROCESS CONTROL CHART
PROCEDURE FOR MOLDING” dated* ~ which describes a procedure to measure physical
and cosmetic characteristics of the injection molded parts. Section t —=— ) states to

(above UCL or below LCL). Page Section —— states that a
process shift is indicated as Exhibit L83
1s Revision - {the previous version) of the above mentioned procedure dated —— and is included
within this report as reference. Mr. Shirley stated that the above mentioned procedure is utilized for
the production of all injection molded parts that are manufactured by the firm.

Exhibit L82, Page —Section — is entitled “VARIABLE INSPECTION PROCEDURE” and section
~ “Instructs the inspector to* —
- A summary of the process shift criterion is as follows:

PROCESS SHIFT

SECT'I('iN/lh’a;g'e"‘_'_‘ :

i

—_——
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. T

[ /
,K- // ‘\_/ \VZ

L

Section — Page —tates® =—— : -
Additionally, section . states

that the ——

_— T

During a review of work orders associated with the manufacturing of injection molded parts,
processing above the UCL was observed in’ work orders for injection molded
parts (P/N — ) manufactured between. ™ . The established product characteristic
specification parameters (specification limits) for PN —— are — to  — nches per Exhibit
L.20 entitled “Control Chart for Variables”. Exhibit L66 contains the specification for the inner
diameter of the tubing pocket which is ——————— per the applicable drawing for P/N

FDA-483 ITEM NUMBER 2.a.1: Written by Investigator Medina.

—

5, injection mold manufacturing
) points above the

Work order number —— On and
(P/N ——)-was documented as havinge —— )and
established UCL —— inches) respectively.

Exhibit 1.24 contains documentation associated with the manufacturing of work order

number | = of injection molded parts (P/N~ =" Documentation is as follows:
i

EXHIBIT/PAGE(S). - .. DOCUMENT DESCRIPTION *
[.24/1-3 WORK ORDER TRAVELER
1.24/4 RUN SHEET
1.24/5-6 MOLDING PARAMETER CHART (actual equipment

processing parameters under which the parts were
manufactured) — Page——MOLDING SET-UP SHEET
(established set-up specifications)

1.24/7-38 Control Chart for Variables and Attribute Inspection
Forms for processing which occurred between

—

The “Control Chart for Variables” (SPC L~ and “Attribute Inspection Forms” (SPC

© ~ document actual injection molding processing testing for P/N=—— According to the
—————— Revision —=ntitled “STATISTICAL PROCESS CONTROL CHART

PROCEDURE FOR MOLDING” dated -=—— (Exhibit L82), the operation identificd in

section —for* _ which
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indicatcs a process shift was not noted and there is no documentation to support that
(according to Section— of the procedure) that = — —

——— There is no documentation to support that a room supervisor or engineer was
notified and that the parts were quarantined. Additionally, section = — states that the

s

1 1

o — (Paoe~—~ There is no document'1t10n that this occurred. A summary of
palt testmg, documentation is as follows:

EXHIBIT/PAGE(S) DATE | ISSUE .
1£.24/7 ‘

samples documented as bemg
above the established (Mean) UCL of
t— as follows:

L24/11 _— —— samples documented as
being above the established (Mean)
UCL of —. as follows: —

. ’/ . A 'r\_ /ﬂ ’//)
i e | < ' /; / 1/
(7 R

—

v

L24/17 —_— , samples documented as being
above the established (Mean) UCL of
{ —— as follows: N

L24/21 —— ‘ ,_samples documented as being

above the established (Mean) UCL of
— as follows:

s T
e (7 "
1.24/27 — —— samples documented as being
above the established (Mean) UCL of

—— as follows:

e L

1.24/33 T —_— L— samples documented as
being above the established (Mean)
UCL of ——s follows: —

/S Ty L)

A e . - // // //
L - - (./ V
Exhibit 1.24, Page  Operation documents that these materials were processed under
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— (change proposal). (dated — )is found as Exhibit L.24a which
addresscs the description of change as — -

- There is no reference to the UCL SPC limit being exceeded and there is no
documented approval of these parts of being acceptable to have been processed above the
established UCL.

FDA-483 ITEM NUMBER 2.a.2: Written by Investigator Medina.
and ——injection mold manufacturing

. and ~ —————points above the
~— respectively. Exhibit L44 contains NCMR = dated

Work order number —— On
(P/N  ___was documented as having r
established UCL

————documents that

e —————

Exhibit L25 contains documentation associated with the manufacturing of work order
number of injection molded parts (P/N ~— . Documentation is as follows:

 EXHIBIT/PAGE(S) DOCUMENT DESCRIPTION

L25/1-3 WORK ORDER TRAVELER (copy unreadable |
except for part label and total quantity; best
possible copy obtained)

1.25/4 RUN SHEET

L.25/5-6 MOLDING PARAMETER CHART (actual
equipment processing parameters under which
the parts were manufactured) — Page ——
MOLDING SET-UP SHEET (established set-up
specifications)

1.25/7-28 Control Chart for Variables and Attribute
Inspection Forms for processing which occurred
between _IN-PROCESS MOLD
MAINTENANCE

The “Control Chart for Variables” (SPC ~and “Attribute Inspection Forms” (SPC

8 — 7 document actual injection molding processing testing for P/N 1 = According to the
- , Revisior—entitled “STATISTICAL PROCESS CONTROL CHART
PROCEDURE FOR MOLDING” dated —(Exhibit 82), the operation identified in
section == for — — which indicates
a process shift. '

Exhibit [.44 is Non-Conforming Material report (NCMR) number —— (P/N  ——, lot
number dated ———documents that —— —

A handwritten note on the
69 of 209
PURGED



Establishment Inspection Report FEI: 1718873

Utah Medical Products, Inc EI Start: 02/02/2004
Midvale, UT 84047-1048 EIl End: 03/03/2004
NCMR states’ ——

— ‘dated = ——— Additionally, on
~ ~—— the NCMR had a handwritten noted added which read

—~—————

A

The drawing specification is found as Exhibit
66. The established product characteristic specification parameters (specification limits) for
P/N == are — 1o ! — inches per Exhibit L20 entitled “Control Chart for Variables”.
Exhibit L66 contains the specification for the \o~—"—""——"""_ which is

- — per the applicable drawing for PPN —— This NCMR was “closed & filed”

on: ————

Exhibit .84 is a “CHANGE PROPOSAL” number dated in which the
description of change is to - —— in molding
(referencing SPC ) and : _ >
The reason for the change states At the beginning of this

inspection, the SPC chart had not been recalculated per this Change Proposal.

During this inspection, the SPC chart for injection molded part number was changed.
Documentation to support this SPC product sampling specification change is as follows:

EXHIBIT | = DATE SPC SPECIFCIATION CHANGE DOCUMENT
OE it AND ISSUE - _ :
L84 Release dated CHANGE PROPOSAL number — - T T
(Page 3) —_ -

{( =~ Supporting documentation included in Pages
f— reason for change documented as — -
—_—— - —————— 7 (as found as orlgmally
calculated in Exhibit L88)

L85 Release dated | CHANGE PROPOSAL number ™ corrected

—— version on document; revision was not changed when
the document was.

L86 Undated Data utilized by the firm to recalculate the SPC chart;
calculated using data from work orders as follows:

/ ) TN L — —~ ,
' / /// 7 // LX
' V v Work order
numbers found-on top of sheet. ‘

L87 Undated “Steps for Constructing hich
contains the formula for calculate SPC (according 1o
Ben Shirley).

188 . CHANGE PROPOSAL number’ = .nitial release
of attribute and vanable charts for P/AN '__— SPC
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. ’ < 7 < ’1/’__—— =
N L L~ 7 < . Release
date ~~-—- - - :

As was noted in item a), there 1s no documentation to support that (according to Section —~
of the procedure) that *

" There is no documentation
to support that a room supervisor or engineer was notified and that the parts were

quarantined. Additionally, section = states that the * —— —
— There 1s no
documentation that this occurred. A summary of part testing documentation 1s as follows:
EXHIBIT/PAGE(S) DATE ' - ISSUE
L25/7 ~— " amples documented as bemg above
the established (Mean) UCL of _— as
follows: Y /,
/ 7
: (v/
L25/13 _— samples documented as being above

the established (Mean) UCL of (— as
follows: , 4 ) _
I
[.25/17 -_— ~—— samples documented as being above
the established (Mean) UCL of+ —— as

follows: P )
7T
[ -
[.25/23 — —— samples documented as being
above the established (Mean) UCL of
as follows: N )
/ g / S //
ST /
el o -J .

There is no reference that the room supervisor or the engineer was notified in either of the
above mentioned cases. Additionally, there is no documentation that the room supervisor
adjusted the control parameters of the equipment to ’
(Exhibit L82, Page ~—ssection  ———

In summation, injection molded parts (P/N — were not processed in accordance with
procedure number ——— _ Revision—=ntitled “STATISTICAL PROCESS CONTROL
CHART PROCEDURE FOR MOLDING” dated . —
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The SPC charts (in-process testing) currently being utilized by the firm include the physical
testing of injection molded parts for dimensional attributes and are not an indicator of
monitoring injection molding processing parameters for process shifts. The firm refers to
this “physical testing” for attributes operation as “SPC” which is an in process dimensional
check of injection molded parts.

FDA-483 ITEM NUMBER 2.b: Written by Investigator Medina.

Work order number  — (P/N > (documenting the
actual injection molding equipment set up parameters) dated "= is found as Exhibit [.24, Page

The documented ~————" MY

5 found on the

_— —differed
from the * ———— - ; found as Exhibit .24, Page —=
The ——""""" established parameter is in (Exhibit L24, Page——
and the actual set-up was ——in. (Exhibit L24, Page 5). The Established
parameter is — sec (Exhibit .24, Page—and the actual set-up was ec. (Exhibit L24, Page —~-
This was observed in — work orders for injection molded parts (P/N =~

manufactured between

During the inspection, it was also noted that several other actual operational parameters differed
from the established set-up for injection molding P/N ~ —= A summary of these differences is as
follows:

) DOSQ (Reference) HP
o Option Mold Opening (Reference)

° Timer, Counter (Reference)

Mr. Shirley stated that these are “reference” settings only.

Discussion with management FDA-483 item number 2:
Written by Investigator Medina.

a) Mr. Shirley stated that the firm has recalculated the SPC sampling associated with P/N
He agreed that work order number ~ "2 was processed above the UCL and was not noted
by the firm as being processed under this condition. However, work order * = had an
NCMR and Change Proposal associated with 1t which identified that the SPC was out of
control. I indicated that there is no reference that the room supervisor or the engineer was
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notified and there is no documentation that the room supervisor adjusted the control
parameters of the equipment to “eliminate the cause of the shift...”

b) Mr. Shirley stated that this was an oversight and that the injection molding processing
parameters were not observed by the Quality Assurance reviewer to be documented outside
of the established limits.

Related exhibits:

A documentary sample (number 68796) was collected to document the manufacturing, —
sterilization, and interstate shipment of a finished TUP medical device and associated deviations from
the Quality System Regulation. The TUP device contains injection molded components.

The exlubits relevant and related to this observation include the Exhibits as follows: 1.20; L.24;
L24a; L.25; 1.44; and L82-1.88.

OBSERVATION 3

Software validation activities for computers or automated data processing systems used as part
of production and the quality system have not been documented.

The following computer software has not been validated for its intended use
For example,

a) The complaint handling system including the .————— Software program,
Version —--has not been validated for its intended use. The firm uses the complaint
handling system to enter complaint records by capturing the complaint details and
investigation information in the software program. In addition to the data entry
functions, the firm uses the Summary Reports functions. The data from the reporting
function is exported to — . spreadsheets from the «——— . Complaint
Handling System to generate reports for the Material Review Board (MRB - CAPA
Committee)  Reviews including the reports such as —_——

The
firm's Software Validation Master Plan schedule, updated on —— , indicates the
Test Protocol is in the drafting phase and designates the criticality as high for planning
priority.

b) The — spreadsheets used to record logs of Corrective and Preventive
Action Reports, Deviation Waivers, and Nonconforming Material Reports have not
been validated for the intended use. The ————= spreadsheets are used to
present data for the Material Review Board — -— Reviews (CAPA Committee)
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/ -7 .
/ s // e
/ e g ’ /
e L o
[ 2

. In addition,

the data is imported into- ———  Spreadsheets from the — Complaint
Handling System to generate reports for the MRB " Reviews including the
reports suchas ——————  —— — AR S

—
——————— The firm’s Software Validation Master Plan schedule,

updated on — indicates the Test Protocol is in the — phase and designates
the criticality as high for

c) The ————— i system, Versnon — has not been validated for its intended use as

follows: B /-\ N — M o~
T T T T T T

/ 4 " The firm’s Software Validation Master
Plan schedule, updated on =< does not indicate the current status of the Test
Protocol and designates the criticality for planning priority and planned completion
date as follows:

7

Reference: 21 CFR 820.70(i)

Relevance (Observations 3a and 3b):

FDA-483 ITEM NUMBER 3a and 3b: Written by Investigator Wilkins.

The information provided below outlines the review process for the computer system4s used for
quality data.

On 02/10/04 at approximately 8:40 a.m., [, Investigator Wilkins, request to observe and verify the
databases used for quality data including databases used to for the Corrective and Preventive Action
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system. Mr. Ben Shirley states he does not think he can show me the systems. The firm’s
consultant, —— " states that it is not usual for FDA to look at the databases and
computer systems. In response, [ explain that it is a routine inspection practice and a part of the
FDA inspection process to verify the databases, computer systems, and other software tools used to
store and capture quality data. Later that day Mr. Shirleyand™ — " state they will check
for the data sources and then show me the information. I again state that I need to view the actual
systems used.

Later that day, approximately 1:40 pm, ~——"  states he compiled the information on how
the data sources are used, but that it is company policy not to run reports that are requested by the
FDA. states he will review the information he collected with me in the conference
room. [ explain that I will listen to his presentation of information, but that I will still need to verify
the information myself by observing the actual systemsused. =~~~ then states that if a
request is made to run a report from those systems, FDA would have to put the request in writing
and come from our supervisors and then go through the company’s general counsel. I state that if
we are to make a request it will be a verbal request from the investigators as we are the individuals
conducting the inspection and it is the company’s choice to discuss the issue with their counsel. At
this time, —————— !provides the requested . = > Users Manual and states he will gather
the necessary individuals and left the conference room.

Towards the end of the work day, Mr. Shirley and state they will take me to a
computer terminal to allow me to observe the systems used. We begin with the —— system
and I ask to observe the screens, menus, and functions used. When asked to view a specific
complaint on the system, Mr. Shirley states he will not do it because | am verifying the data and I
stated I would not do a verification. I explain that it is part of the process to look at the data fields
and by not providing the information it was considered a refusal. Mr. Shirley then states that they do
not have to show us any of the files as their attorney has stated as such. I state that if he continues to
place obstacles in our review, [ will ask for the electronic databases to be downloaded on disk for us
to view the information. Mr. Shirley then states that he knows companies do not have to provide the
information. I ask if he 1s refusing to provide the requested information. ——————"7 interjects
that FDA can get an inspection warrant and that the company will provide the information, but that
they need time to discuss the issue.

We continue viewing some of the screens, but Mr. Shirley is unable to provide the information I
request to observe or provide the functional information of the system. ~——— " requests we
end for the day and resume the review the next day because they would have to speak to some of the
individuals that use the system and they are gone for the day.

On the morning of 02/11/04, — | states he has some of the information pertaining to the

' -and some of the spreadsheets used by the company. He verbally provides some of
the information, but [ again state that [ need to verify the information myself by observing the
systems. As Mr. Shirley is our only point of contact and the only individual allowed to answer
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questions, the other investigators necd time to request information from Mr. Shirley, I return to the
review of sterilization records.

At approximately 2:40 p.m. on 02/11/04, I request the software and computer systems validations for
the following;:

e Document Distribution System

e ~ ' Hole Drilling
e Finesse —— Revision

e Software ~— Final Tester

A while after my request, [ am provided with a memorandum, dated «— ", concerning the
Software Validation Plan, refer to Exhibit #M1 Page =—The memorandum includes an attached
procedure titled, Software Development, Validation, and Documentation, Document No. =
—Revision — Revision Date  ——--— refer to Exhibit #M1 Pages—"" " The memorandum also
includes a Software Validation Plan schedule with updated versions dated —————" T
— refer to Exhibit M1 Pages -——— and respectively. The most current Software
Validation Plan schedule, revision date __——indicates the g ~nd -
systems are assigned a criticality priority of “high” and that the testing protocols are in the
., refer to Exhibit #M1 Page "—

After reviewing the Software Validation Plan, Revision Date .
Protocols for the " ————and

—— , Test Protocol is still in the —
Shirley provided a — copy of the ] —————Validation Test Protocol, Document No.
Revision — refer to Exhibit #M2. Ireviewed the Test Protocol, but did not comment
on any issues as the protocol is a draft version.

I requested the Test
software programs. Mr. Shirley stated the
' Mr.

Towards the end of the day on 02/11/04, Mr. Shirley and ————————— [ state they are ready to take
me to a computer terminal to review the computer systems used for quality data. T am able to verify
the rest of the information on the use of the —<~—=system, but I am unable verify and view other
data sources such as the . ———LSpreadsheets or the Document Distribution System. We
have another discussion on allowing the verification of the data sources. Once again, | ask if they
are refusing to allow the verification of the systems used. «———————+and Mr. Shirley state that
it is a misunderstanding and that they will show me the data sources tomorrow as it is late and the
individuals are gone for the day.
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On 02/17/04, 1 resume my review of the computer systems used for quality data as I was unable to
continue the review earlier as the other investigators needed time with Mr. Shirley and in the
meantime | continued the review of the sterilization process. On this day, Mr. Cornwell states he
docs not have individuals available to pull documents for us as he had requested an inspection break
from 02/17/04 through 02/23/04. 1 explain that we will continue with the inspection process and
request the Document Distribution System Protocol, Summary of Validation, and the data associated
with the validation of the system. Later that morning, Mr. Cornwell provides the Document
Distribution validation data. |

On the afternoon of 02/17/04, at approximately 2:45 p.m., Mr. Cornwell states he cannot
accommodate any additional document requests as he spent half the day chasing down the
information we requested earlier. At this time Investigator Medina states FDA management has
agreed to grant his request to resume the inspection on 02/23/04. 1 state that before we agree to such
a break, we need assurances that he will provide personnel to answer questions, review documents
with each investigator, and pull the requested records to expedite the inspection. Mr. Cornwell states
he will have the necessary individuals available. We agree to resume the inspection on 02/23/04 and
leave for the day.

On 02/23/04, we resume the inspection and Mr. Cornwell provides a blue binder that contains
responses to the observations cited during the 2003 inspection. The blue binder contains information
similar to that provided during the previous days for the software validation activities. I continue the
review of the computer systems used to document quality data. The information includes a
memorandum (Exhibit #M3 Pages —, dated ——, concerning software validation activities
and an updated Software Validation Plan (Exhibit #M3 Page—— Revision Date The
updated Software Validation Plan, Revision Date contains the same information
concerning the ———_and programs as the Software Validation Plan, dated

- During our discussions throughout the day, I informed Ben Shirley that the=————,
——and ~————functionality used for quality data would be recited on the FDA-483 as
observations because the validations have not been executed or completed.

As described above, during the period between 02/10/04 through 02/23/04, I reviewed the records
and related computer systems used for quality data. A verification of the software program currently
used by the company for the complaint handling system revealed they are using the —
Software Program, Version "~ , to enter, store, and retrieve data on complaint records. In
discussions held with Mr. Shirley, 1= ~and later with Mr. Cornwell, it was established
that the firm’s official record is the paper (hard) copy of the complaint file, but the information from
the complainant is entered directly into the system.

As an example of the type of data entered into the ——, Complaint File Number
is attached to this report, refer to Exhibit #M4. The categories of information entered
into a complaint file in the system include the —— __

— - —
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Also, a templatc for the MedWatch form is available in the —~———< system and the company usecs
the template form to enter and complete the medical device report information, refer to Exhibit #M4
Pages —— Once the form is completed, it is printed and the paper copy becomes the official
record.

One person, —————— Complaint Coordinator, enters all complaints received by the
company and provides the information for the Material Review Board Quarterly Reports for CAPA
data. — has system access rights as the Complaint Coordinator so that he can perform data
entry, query reports, and review the information. The Quality Assurance Manager has access rights
to include the closure of complaints.

The “ User Manual, Version —provided by . ———————  on 02/10/04, indicates there
are ——levels for user security. The user security levels are as follows:

N/

a

The Data Entry access level only permits the entry of basic complaint information, but does not
allow the entry of information related to the investigation of complaints or to modify complaints.

The Analyst access level permits the entry of basic complaint information, investigation of a
complaint, entry of MedWatch reports, generate all reports, and re-open complaints that have been
closed.

The Read Only access level permits view only access to the complaint and investigation information,
but allows the generation of all reports.

The Administrator access level permits the entry of basic complaint information, investigation of a
complaint, entry of MedWatch reports, generate all reports, and re-open complaints that have been
closed. In addition, the users with the Administrator access level have the ability to maintain lists of
products, manufacturing sites, perform database maintenance, and control user accounts and security
level. These users have the ability to delete and re-open complaints from the database.

v !1@‘.'
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The firm controls the user accounts and security level by passwords. A review of the system with
Mr. Shirley and «~—————— confirmed that = levels of passwords are needed to gain the
security level of access designated for the individual. The review of the system also confirmed the
firm is using the system to enter complaint information, investigation information, generate the
MedWatch hard copy completed form, and generate administrative reports through the use of the
summary reports function.

In addition, = __and M. Shirley provided information to confirm that data from the ——

— summary reporting function is exported to spreadsheets from the ™ —
Complaint Handling System to generate reports for the Material Review Board (MRB - CAPA
Committee) — Reviews. The reports generated in this manner include the following:

{

/

As mentioned previously, the initial document provided for the Software Validation Plan schedule,
updated on =7 indicates the —— Test Protocol is in the designates the
criticality as “high” for planning priority, and provides an estimated planned completion date of
—~——77" Mr. Shirley stated they were behind schedule and due to the FDA inspection have not had
time to continue their work on the software validations.

The company’s management was informed on several occasions, including —
" that the lack of completing the validation of the System would be
cited as an observation on the FDA-483 form. A similar observation was cited during the -
inspection, but the company has not completed the validation of the —— System. The firm
does have a software validation plan in place, a : Test Protocol, and 1s in the process
of performing a validation.

The company also uses the software program to create spreadsheets, which are used
asrecord logs of LN ——
————— , refer to Exhibit #M6, Exhibit #M7, and Exhibit #M8, respectively. The ————=~
— sprcadsheets are also used to present data for the Material Review Board (MRB) —~—  ~
Reviews (CAPA Committec). Examples of the sprcadsheets used for the MRB ———— /Reports
are as follows:
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In addition, data exported from the ~——— _System is imported into ] =————————— Spreadsheets
to generate reports for the MRB “— -7 Reviews including the reports such as .

/ RN o~ N N
N ‘\_/ =g —

The initial document provided for the Software Validation Plan schedule, updated on )
indicates the  —— Test Protocol is in the _ ~ -designates the criticality as
“high” for planning priority, and provides an estimated planned — Mr.
Shirley stated they were =~—"""> due to the FDA inspection and have not had time to
continue their work on the software validations.

The company’s management was informed on several occasions, including 02/23/04, 02/27/04,
03/01/04 and 03/02/04, that the lack of completing the validation for the intended use of the

——~ program would be cited as an observation on the FDA-483 form. A similar
observation was cited during the 2003 inspection, but the company has not completed the validation
for its intended use of the =———————> "program. The firm does have a software validation plan
in place and is inthe _——= . ,a testing protocol for the validation.

Discussion with Management (Observations 3a and 3b):
Written by Investigator Wilkins.

During the exit conference, Mr. Cornwell asks which investigator cited observation number three. 1,
Investigator Wilkins, explain that I cited observations 3a and 3b. Investigator Medina states she
cited observation 3c. Mr. Cornwell and the firm’s lawyers, Mr. Jarcho and Mr. Pilot, express
concern over the wording of the initial sentence of the observation and inquire if the sentence is
structured from canned language taken from the software program we use. The attorneys request I
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reword the initial statement. I explain that the statement, as worded, is accurate as the company has
not executed the testing, completed the validation activities, or documented the validation results for
the ———" and ——————> program. [ state the use of the systems and issues were
reviewed with Mr. Shirley. [ remind them that during the course of the inspection they were
informed that a lack of a documented and completed validation for these two systems would be cited
as an observation. Also, I explain that the observation, as worded, acknowledges they have a
software validation plan and are in the proccss of planning validation activities.

Mr. Cornwell indicates he understands the observations for both 3a and 3b. Observations 3a and 3b
were not annotated. Prior to discussing the individual observations, Mr. Cornwell states that he has
decided not to annotate the FDA-483 observations because the annotation statements are too
restrictive and limiting. Mr. Cornwell states the company’s management will respond to all the
observations in writing to the FDA.

Related Exhibits (Observations 3a and 3b):

The exhibits relevant and related to this observation include Exhibit #M1 through Exhibit #M8.

Reference: 21 CFR 820.70(i)

Relevance (Observations 3c):

FDA-483 ITEM NUMBER 3c¢: Written by Investigator Medina.

The -~ - , system, Versior = has not been validated for its intended use. Exhibit L89 is
the firm’s current Software Validation Plan and Exhibit .90 is the —
“dated © —— . Ben Shirley, Quality Manager, stated that these are the current software

validation activities which are being conducted by the firm in association with the —
software applications currently being utilized by the firm.

The firm's Software Validation Master Plan schedule, updated on = Exhibit L89, Page
does not indicate the current status of the Test Protocol and designates the criticality for planning
priority and planned completion date. The ———"""modules which are currently planned to be
validated are as follows:
~ DATAWORKS [ "PRIORITY [ PLANNED -
_ MODULE | COMPLETION DATE
Issuing “Work Orders” —
(Bill Of Operations, Bill Of
Materials, maintaining
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rework order procedures)

[ssuing NCMRs (“Quality — -
Control”)
During the inspectional close-out, Ben Shirley indicated that the firm is not utilizing the ———

modules as follows: — : X
Therefore, these modules were removed from the FDA-483 as this information was not provided to
me during the course of this inspection, only during the inspectional close-out.

Discussion with management FDA-483 item number 3c:

c) Written by Investigator Medina. Mr. Shirley was not able to provide an updated Software
Validation Plan schedule for completion at the time of this inspectional closeout.

Related exhibits (Observation 3c):
The exhibit relevant and related to this observation include the Exhibit as follows: 1.89.

OBSERVATION 4

The corrective and preventive procedures addressing the analysis of sources of quality data to
identify existing and potential causes of nonconforming product or other quality problems
were not defined.

Specifically, the Corrective and Preventive Action procedure, Document No. _
Revision—Revision Date 1 . does not define how data will be presented to the Materials
Review Board (MRB), CAPA Committee, for effective analysis. For example:

a) The _ ———————=  MRB Review reports include data analysis on ———
~ ~ B _ _ —\\'ﬁ
— —. The procedure does

not define how the failure codes are used by the company and what the failure codes
represent in relation to data analysis of the CAPA and complaint handling systems.

1. As an example, 12 complaint records were documented for the electrodes not
fitting into pencil, which was described as the same problem, but ——different
failure codes were used to document the type of failures in the complaint
records. The Corrective Action Report (CAR) Number —, Origination Date

——, identifies the complaint issues as the same for the complaint records.

2. Complaint ——— dated for Electrical Surgical Unit—————

82 of 209
PURGED



Establishment Inspection Keport FEL: 1718873

Utah Medical Products, Inc EI Start: 02/02/2004
Midvale, UT 84047-1048 EI End: 03/03/2004
was assigned failure code — . ™ however failure analysis

revealed that the Complaint ———— dated
. T——, for ———— was assigned failure code
~———— however failure analysis also revealed that the unit had no sound

because the —_— L —

N

s

b) The . MRB Review reports include data analysis on the __
— —.. T'he procedure does not define how the number is
obtained or what the number represents, such as the number is the actual number of
hard copy complaint records, the actual number of devices/units alleged as defective by
the complainant, the number of devices/units returned and tested, or number of
complaints confirmed.

Reference: 21 CFR 820.100(a)(1)

Relevance (Observation 4al):

FDA-483 ITEM NUMBER 4.a.1: Written by Investigator Wilkins.

On 02/03-07/04, 02/09-10/04, and 02/24-25/04, 1, Investigator Wilkins, reviewed records and
procedures maintained for the Corrective and Preventive Action Subsystem. The records reviewed
included complaints, medical device reports (MDR’s), non-conforming material reports (NCMR’s),
Corrective/Preventive Action Reports/Requests (CAR’s), and Material Review Board (MRB)
Quarterly Reports, refer to the subsection titled Corrective and Preventive Action Subsystem under
the Manufacturing/Design section of the EIR.

A review of the Corrective and Preventive Action (CAPA) procedure, Document No—
Revision — Revision Date revealed that the procedure does not define how data will be
presented to the Materials Review Board (MRB), CAPA Committee, for effective analysis. Section
— of the Corrective and Preventive Action (CAPA) procedure assigns the responsibility of
analyzing sources of quality data and identifying existing and potential product and quality problems
to the MRB, which functions as the Corrective and Preventive Action Committee, refer to Exhibit
#MO Page 3.

Scction —of the procedure instructs the Quality Assurance unit to collect data from sources such as
/. /\ . - \\/ P /_\ . /’—\‘ N
. o . e AN - - e '
L - - T et N

Section  of the procedure designates the QLiality Assurance
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unit as responsible for determining how to present the data for effective analysis, but the procedure
does not provide instruction on how to collect the data, define what the data represents, or describe
how the data will be analyzed and presented to the MRB for review, refer to Exhibit #M9 Page «—

A review of the =~ ~———————=MRB Review reports revealed that the ——— reports include
data analysis of the o

2N\ TN —
PN N d\g SN

The report titled Review of the Utah Medlcal Quality System —-——-———=includes the following
rcports sorted by T

// 7 T , o
{/” | \_/ ) \///, / \/ /,/

N

The report titled = MRB Reviewon —— includes the following reports sorted by

The report t1tled,-if—ﬂ -MRB Review on includes the following reports sorted

by e

o .
LT S -
/,--—\ y N L iR =
i . . ‘ \ L
: - 5 y 4 —
I

The report titled -~ — — —  MRB Meeting Minutes includes the following reports sorted by
y
K/\/ /\/\—//q
-
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Prior to the review of the complaint records, the following complaint related procedures were

reviewed:

Customer Complaint System, Document No. ~—— , Revision---;Revision Date

~ " refer to Exhibit #M26

Revision——Revision Date

Customer Complaint Investigation, Document No.
refer to Exhibit #M27

Post Distribution Monitoring, Document
—, refer to Exhibit #M28

- Reviston—; Revision Date

A review of the complaint related procedures revealed that the firm has not defined, in these
procedures or the CAPA procedure, how the failure codes will be used or what the failure codes
represent in relation to data analysis of the CAPA and complaint handling systems. _

During the review of complaint records, I requested a list of the failure codes assigned after an
investigation is performed. Mr. Shirley provided a list of the failure codes and failure code
descriptions, refer to Exhibit #M13. A review of complaint records revealed that the firm assigns the
failure codes after an investigation is completed and is inconsistent in the assignment of the failure
codes. As an example, —omplaint records were documented for the “electrodes not fitting into

pencil”. The information included with the complaint records documents the problem or issue was
the same for all 7 of the complaints, but~—"different failure codes were used to document the type

of failures in the complaint records. The complaint records and the failure codes assigned per
complaint for the electrodes not fitting into the pencil are as follows:

Complaint # Failure Code Failure Code Exhibit #
Description ;

P /.,"/..‘ )
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Complaint # Failure Code Failure Code Exhibit #

Description

/// /'/
/L 7 4 /
///
/ 7

Even though the failure code assignment was inconsistent, the company was able to identify it as a
quality issue and initiated a Corrective Action Report/Request (CAR) Number —, Origination Date
~which identifies the complaint issues as the same for the complaint records, refer to
Exhibit #M29. The complaints and lot numbers associated with Corrective Action. — are
identified in the corrective action file, refer to Exhibit #M29 Page

-—

On 02/24/04, 1 reviewed the complaints, including those identified above, with Mr. Comwell,
President and CEO. I stated to Mr. Cornwell that a review of the complaints identified that they are
inconsistent in the assignment of failure codes and that the use of the failure codes is not defined in
any of the procedures. In response, Mr. Cornwell stated they do not use the failure codes as a means
to initiate an investigation or a corrective and preventive action. When asked for the purpose of the
failure codes, Mr. Cornwell stated they do not use the failure codes for anything. In response, I
stated the company uses the failure code data in several data analysis reports that are sorted by
failure code in the MRB ~—————eports, refer to Exhibit #10, Exhibit #11, Exhibit #12 and
Exhibit #5. Mr. Cornwell then explained that the reports sorted by failure codes are only used to
obtain an immediate impression of the big picture and that each complaint hard copy file is reviewed
individually to determine if there is a need for an investigation and/or corrective action.

[ explained that the purpose and use of the failure codes must be defined in the procedures if the
company is going to use the data in reports for data analysis provided to the MRB. I explained that
since the MRB is responsible for analyzing sources of quality data to identify existing and potential
product and quality problems, the data must provide meaningful and accurate information for the
MRB to base its decisions. Mr. Comwell stated the MRB uses a variety of data to make their
decisions. Mr. Cornwell and ———— stated the company is in the process of reviewing the
application of the failure codes and better defining the use of the failure codes.

In summary, the Corrective and Preventive Action (CAPA) procedure, Document No, —————.
Revision —-Revision Date ~————and related procedures do not define how the failure codes are
used by the company and what the failure codes represent in relation to data analy31s of the CAPA
and complaint handling systems presented to the MRB.

Discussion with Management (Observation 4al):
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Written by Investigator Wilkins.

During the exit conference, Mr. Cormwell expresses concern with the first sentence of the
observation and states it is not balanced. The company’s lawyers ask if the sentence was taken as
canned language from the FDA software program. I explain that the first sentence was selected from
the software program, but that it is accurate in that the company has not defined certain elements of
- the CAPA data analysis in their procedure. [ also state that the issue was discussed with Mr.
Comwell and —————— Mr. Cornwell acknowledges discussing the issue with me. Mr.
Cornwell states he understands the observation, but has an issue with the canned language of the
software program. Mr. Pilot states that as the company’s attorney, he has a problem with the
wording taken from the Turbo EIR software program because the issues are not clear and the
sentences are all inclusive making the issue seem worse than what it may actually be. Mr. Pilot
requests that their position and concerns related to the Turbo software program be documented and
relayed to the FDA management staff.

Mr. Cornwell states he understands the issue as I had reviewed the complaint records and discussed
the issues with him.

Related Exhibits (Observation 4al):

The exhibits relevant and related to this observation include Exhibit #M5 and Exhibit #M9 through
Exhibit #M29.

Reference: 21 CFR 820.100(a)(1)

Relevance (Observation 4a2):

FDA-483 ITEM NUMBER 4.a.2: Written by Investigator Jerndal.

A review of —Electrical Surgical Unit (ESU) device complaints revealed ——incidence where an
identified failure mode was described but not coded.

Complaint '————— receipt date — is attached as Exhibit R116. The failure code———>
— — ——— is found on Page— Under the heading, Investigation Findings, at the bottom of
Page «—tt states, v
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Complaint ~————— receipt date - 1s attached as Exhibit R102. Page failure code cites,

o However, at the bottom of Page— it states, under results, —=—

>

——

Related Exhibit (Observation 4a2):

The exhibits relevant and related to this observation include the Exhibits as follows: R102 and R116.

Reference: 21 CFR 820.100(a)(1)

Relevance (Observation 4b):

FDA-483 ITEM NUMBER 4b: Written by Investigator Wilkins.

For a discussion related to this observation, refer to the relevance section of observation 4al. A
review of the ——————  MRB Review reports revealed that the ——_, _ reports include
data analysis on the number of Complamts —_——

The report titled Review of the Utah Medical Quality System ——————— includes the following
reports sorted by

/

i | - //71
/ 7
I - - _
-

The report titled “2=— MRB Review on ~ ° includes the following reports sorted by

PN .
// - - - -
//,, .
- - ,,r"'l

VIRB Reviewon! ——— includes the following reports sorted

N—

The report tltlcd
by
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MRB Meeting Minutes includes the following reports sorted by

The report titled .

The Corrective and Preventive Action (CAPA) procedure, Document No. ., Revision —
Revision Date . does not define how the number of complaints is obtained or what the
number represents, such as the number is the actual number of hard copy complaint records, the
actual number of devices/units alleged as defective by the complainant, the number of devices/units
returned and tested, or number of complaints confirmed, refer to Exhibit #M9. Similarly, the related
procedures such as the Customer Complaint System, Customer Complaint Investigation, and Post
Distribution Monitoring, do not define how the number of complaints is obtained or what the
number represents, such as the number is the actual number of hard copy complaint records, the
actual number of devices/units alleged as defective by the complainant, the number of devices/units
returned and tested, or number of complaints confirmed, refer to Exhibit #M26, Exhibit #M27, and
Exhibit #M28, respectively.

As an example, — complaint records were documented for the ESU Sterile Accessories for an issue
described as the “electrodes not fitting into pencil”. The information documented in these complaint
records indicate that at least —electrosurgical pencil devices, Part , were reported as
electrodes not fitting into the pencil, refer to Exhibit #M14 through Exhibit #M25. These —
complaints were received during the period between ! - through } = The Complaints By

—_ T T T T ————— Complaints data analysis report included in the ——— MRB
Review report, indicates that a total of "~ complaints were recorded in all of 2003 for all the ESU
Sterile Accessories product family, including the ESU-305 devices, refer to Exhibit #M5 Page —
The Corrective Action Report/Request { ——documents that these — complaints included ~—
devices reported as defective, —were returned to the company, and !_—-were confirmed as defective,
refer to Exhibit #M29 Page —

As stated previously, the Corrective and Preventive Action (CAPA) procedure, Document No.

and other related procedures do not define how the number of complaints is obtained or
what the number represents for the Complaints By . ‘report submitted with the MRB

* Reports, such as whether the number is the actual number of hard copy complaint records,
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the actual number of devices/units alleged as defective by the complainant, the number of
devices/units returned and tested, or number of complaints confirmed. Since the MRB ———
Reports are used by the MRB to identify product or quality issues, the number of complaints may be
under represented as the approximate number reported as defective was — but the complaint
numbers for all ESU Sterile Accessories Product Family reported in the _< reports totaled
only— for .— .

On 02/24/04, 1 reviewed the complaints, including those identified above, with Mr. Cornwell,
President and CEO. I stated to Mr. Comwell that a rcview of the complaint records identified that
there were more devices alleged as having problems or issues than were reported in any of the MRB
quarterly data analysis reports. Mr. Cornwell stated that just because a customer states the devices
have a problem does not mean that it is a problem or that the complaint is confirmed. As an
example, [ explained that the 1ssue documented in the —complaint records reporting that the
clectrodes did not fit into the pencils was confirmed as a problem by the company, but yet they did
not include the number of devices affected in the confirmed defective category if the units were not
returned for testing. In addition, the MRB ——  reports do not include all of the information for
comparison such as Number Reported Defective, Number Returned, Number Evaluated/Tested, and
Number Confirmed Defective.

Mr. Cornwell explained the process on how complaint records and data analysis is performed on the
complaints. He stated that the hard copy complaint records are pulled and reviewed individually and
that a Summary of Complaint Evaluations report is created by the Complaint Coordinator from the
information obtained from the hard copy complaint files received for that week. Mr. Cornwell stated
he reviews the report with his staff to identify any possible trends or issues. Mr. Cornwell offered to
provide the reports generated for 2003. I stated the reports, if provided, would be reviewed.

On 02/25/04, Mr. Cornwell provided the Summary of Complaint Evaluations for the period
including ——— to’ ~— refer to Exhibit #M30. Mr. Cornwell stated he was providing all the
Summary Complaint Evaluation reports generated after the date of the previous inspection
conducted by FDA. I stated the Summary of Complaint Evaluation reports would be evaluated and
considered for the issue raised concerning the what the number of complaints represents in the data
analysis reports generated by the company.

A review of the complaint files and the Summary of Complaint Evaluations demonstrates that the
company does review, evaluate and investigate individual complaint records, but the information in
these Summary of Complaint Evaluation reports do not provide the same information as included in
the MRB Quarterly Reports. I explained to Mr. Cornwell that the definition of a complaint means
that a complaint is any written, electronic, or oral communication that alleges deficiencies related to
the identity, quality, durability, reliability, safety, effectiveness, or pcrformance of a device after it is
released for distribution. [ explained that the definition defines a complaint as an “alleged”
deficiency not a “confirmed” deficiency. I explained to Mr. Cornwell that complaints may not be
confirmed initially or that just because a product is not rcturned for evaluation does not mean that it
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was not a complaint. Mr. Cornwell stated that nurses and hospital staff are motivated to return the
product for evaluation because his company will provide credit or additional product in exchange for
the returned device. Mr. Cornwell states that if the product is not returned then they cannot confirm
the complaint and should not have to include all the units identified by the complainants unless they
can be confirmed with an evaluation of returned product. He feels that when there is a true problem
with the device, the hospital staff always return the product. I explained that there are many
instances where the product is not returned, but the lack of return of an alleged defective product
does not remove the obligation from the company of reporting or capturing the number of
units/devices alleged in the data analysis reports.

Mr. Cornwell stated that he has initiated corrective actions based on as few as one complaint and that
they are diligent in initiating corrective actions when they are warranted. [ state that the issue is not
that they have not initiated a corrective action, but on the representation of the data and numbers for
the data analysis performed for the MRB Reports and Management Reviews.

In summary, the Corrective and Preventive Action (CAPA) procedure, Document No. =~~~ 7
and other related procedures do not define how the number of complaints is obtained or what the
number represents for the Complaints By -report submitted with the MRB "——-
Reports, such as whether the number is the actual number of hard copy complaint records, the actual
number of devices/units alleged as defective by the complainant, the number of devices/units
returned and tested, or number of complaints confirmed through evaluation and/or investigation. |
explained to Mr. Cornwell that the data submitted for the MRB 7 Reports should be
representative of the actual data such as including the number of alleged defective devices/units
along with reporting the number of hard copy complaints and any other information they deem
relevant.

Discussion with Management (Observation 4b):

During the exit conference, I state the issue raised pertains to the lack of defining in their procedures
what the numbers included in the reports represent. Mr. Cornwell stated he understood the issue.

Related Exhibits (Observation 4b):

The exhibits relevant and related to this observation include Exhibit #MS and Exhibit #M9 through
Exhibit #M29.

FURGED
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OBSERVATION 5

Not all of the actions needed to correct and prevent the recurrence of nonconforming product
and other guality problems have been identified.

Corrective/Preventive Action Request, CAR NO.: —, was opened , closed
and affectivity verified on —— and , concerning the "~ ——
e — — B ———————— The MRB CAPA
meeting minutes and CAR— file, does not document the product lot numbers involved with
this defect, and does not document the rationale for releasing these lots for distribution.

Reference: 21 CFR 820.100(a)(3)
Relevance/ Additional details of the observation:

Discussion with management:

FDA-483 ITEM NUMBER 5: Written by Investigator Jerndal.

CAR 858

On Wednesday, 2/4/04, Ben Shirley supplied me with a copy of Corrective/Preventive Action
Request CAR ——originator date ——— ', attached here as Exhibit R70. This CAR states,

" ///r—]. //\{ . /‘///\} //,//7 /'
N A N B [
. s 7 A

i The root cause analysis was given as,
The - cited complaints plus = additional received since
this CAR was opened are submitted here as follows:

’ - —
/ e - //,.r /// ﬂ
/ - e e -
e Ve // s
s e -
T o

This car was closed = _and affectivity verification was done — | noting,

The corrective action was implemented via™ change proposals. The — Exhibit R75, CP

. ——dated entered This change involved —————— —
_. from Revisiom—to Revision——adding an ——— — T
toread, _ ST N Versus
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in the old revision. Operators were also retrained. This is not discussed in the
above CP but is noted on the Corrective Action = document. The training record for this is
attached as Exhibit R76.

The ___, change proposal attached here as Exhibit R77, CP~————date entered , notes
as description of change, [ — - - ~ —~ And
rcason for the change,” ———— The bonding procedure, = wvaus revised to the
new and current Revision —- The detailed changes to the attached marked-up copy are found under
Sections —and — Employees were retrained, and the training record is attached as Exhibit R78.

Mr. Shirley explained that upon review of the process, it was found that a new employee in
manufacturing was not properly following process expectations. A review of the process procedure
revealed that detail was missing from the description of -Mr. Shirley’s
description of the redline changes to the procedure, introduced with ‘Exhibit R77 above, was that
they were clarifications of the process to bring it back in line with the intent of the original
qualification. Exhibit R79 is the current manufacturing procedure ——————revisior—; dated

‘ - ~ This scenario, as described by
Mr. Shirley, is not clearly characterized in the CAR documentation. I asked Mr. Shirley to supply
me with documentation supporting the validation for this bonding operation.

On Saturday, 2/07/04, Mr. Shirley informed me that they could not find the qualification for this
bonding process. He stated that the manufacturing personnel had relied on memory when re-
establishing the =™ procedure changes initiated in the update to Revision—-for that
manufacturing procedure.

On Tuesday, 2/10/04, Mr. Shirley supplied me with a copy of Test Report —_— Revisiofi -
dated - attached here as Exhibit
R80. Tasked Mr. Shirley if this applies to the — bonding operation, subject of CAR: . He said
yes, part of it did. 1told Mr. Shirley that I had asked for any validation or qualification of the ———
bonding process described in CAR ———— times already, and that each time, he had responded
that he either couldn’t find it or that they did not have any qualification or validation for this bonding
process. I asked him why this suddenly appeared six days after my first request. He replied that he
thought I was referring to the—degree rocking jig/process portion of this — bonding specifically
and only. Ireiterated that I had asked for any and all information supporting this process. He stated
that that was difficult as that information has “many fingers into their documentation history”
sometimes going back many years. | replied that if they are no longer able to produce these
documents without great effort, that they may no longer have continuity with the currently used
process.

, revision —dated

A reviewed this— = test report revealed a reference to Test Report
- ' ) Exhibit R82, and Test

—_—

Protocol " revision —_lated
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- Exhibit R81. These two documents appear to contain information supporting
qualification work done on the -— subject of the CAR———— Mr. Shirley
did not supply these documents in response to my requests for validation supporting that bonding
operation. They were only supplied after I specifically requested them after I observed their
refercnce in the one document he did supply, Test Report B

The bonding assembly as described in > Exhibit R79, is illustrated by a drawing on page
—- The parts illustrated in this assembly are all mounted into a locking jig as described on page—
Scction =—"The —adhesive is applied by an operator, by hand, using the = adhesive
dispenser described in Section — page™ The adhesive is applied per the drawing on page —and
the description on page =———  The glued assembly still in the jig is placed under the ——
——— The jig bottom is angled so that the part rests at— degrees to the overhead
exposure. After a cure time of ———at one angle, the jig is tipped to the other direction
to expose the other side of the assembly to———""This is all done manually. Test Report ——
~—_Exhibit R80, summarizes the various sample sets and test conditions subjected to visual, leak,
and destructive (pull testing) analysis. We reviewed the raw data and matched it against the test
result summary in this report. We also verified the work orders and «———"—— :exposure history
records summarized in Section ~—page ofthe ——— Test Report.

This test report references the Test Protocol ———— | Exhibit R81, and additional Test Report

—; Exhibit R82. —— summarizes testing done to qualify solvent bonding of tubing into the
stop cock pockets of the assembly illustrated in page drawing of the Exhibit R79, ]
procedure. This bonding assembly 1s a manual solvent bond process using - __— per the
procedure ————  Exhibit R55. I requested the raw data supporting the «—" Test Report on
Monday, 3/01 and again on Tuesday, 3/02, however, Mr. Shirley had not produced this request by
the end of the inspection.

Exhibit R83 is a list of DELTRAN 902-586 assemblies completed through =™ . The lot
numbers identified from the complaint failures (Exhibits R71 through R74) include Lot # (Work
Order #}—— 7, dated and Work Order , dated The final corrective action
culminating in employee retraining was completed—— . This then exposed —additional lot
numbers to conditions of this failure mode, that is, Lot — dated ,and I —— dated
[ reviewed these work orders and the work order number completed prior to the initial
manifestation of this failure mode. That prior work order is dated = Talso
confirmed that this work order was processed according to the older assembly, prior to
introduction of the new stock cock and base plate assembly, subject of changes resulting in the bond
qualification testing discussed above, Exhibits R80 through R82. This bond failure issue, subject of
CAR — is apparently co-incident with the introduction of the new assembly. Exhibit R84 is
Change Procedure, CP number , approval date that introduces thte——————
— . into the DELTRAN production. The Device History Records for the
DELTRAN lots affected by this bond failure are attached as follows:

o Exhibit R85 -
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~
(/ /\/ ’\//\/

[ asked Mr. Shirley for any documentation surrounding this CAR —  where they had identified the
affected product lots and ascribed disposition of affected lots. I also specifically requested any
documentation concerning this Correction Action — that may be found in the proceedings of the
Material Review Board’s (MRB) periodic corrective action/preventive action meetings. ~————
——  supplicd copies of two references from the MRB meeting of , characterizing
them as the only documentation in the MRB proceedings relating to CAR ——These are submitted
here as Exhibit R89.

Mr. Shirley supplied me with an update to CAR —— , attached here as Exhibit R90. This CAR page

adds the additional affectivity verification, —

. ’W} ~ f\ //_H\k/ ///\ } ///ww//—\//

. N\ \ L7 In addition,
there 1s an attached memo to the MRB from In this

memo it is stated that,

Asubject: CAR — dated.

N

—T ” And in the last paragraph, TN N
'/ e - \ N /,AL .‘/—\ ,// -‘} ’// / /’/—\[
i . S \\ B e - \/// \_///_/ ‘\_/ N—— . )
Mr. Shirley verified that 1s not a part of the MRB board and that the information in this

memo would be submitted to the MRB formally at their next meeting. Exhibit R91 is a copy of the
Label Specification revision~<—dated :
e = Exhibit R92 is a copy of, — ———

Discussion with management FDA-483 item number 5:
The exhibits relevant and related to this observation include the Exhibits R89 through R92.

OBSERVATION 6

Complaint handling procedures for receiving, reviewing, and evaluating complaints have not
been defined.

For example, the Customer Complaint Investigation procedure, Document No. - -

Revision - Revision Date does not define the process of how the recent complaint
history is evaluated and/or does not require the recording, in the individual complaint file, of
how the recent complaint history and/or service history was evaluated for that particular
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complaint. For example:

a) ~— complaint records, received since ——— —— were reviewed and the
documentation in the complaint records did not include the information of how the
recent complaint history was evaluated or performed.

1. Complaint Number ———, Received Date —, documents that the
complaint history for the past —— was searched and no similar incidents
were found. The procedure does not describe the process of a complaint history
search. The complaint record, Number —————,-does not document how the
complaint history was searched, such as searchingin. —— by generating a
report by product; using a report generated from \-—————to aid in the
identification of hard copy complaint files and manually reading each complaint
description; using the MRB ————Reports data generated every .——— or
pulling and reading of all hardcopy complaint files without the aid of a
complaint list generated from ——————

2. Complaint Number Received Date ———  documents that the
complaint history for the past revealed —ccurrences of bent loops
found. The procedure does not describe the process of a complaint history
search. The complaint record, Number , does not document how the
complaint history was searched, such as searching in ————by generating a
report by product; using a report generated from ™ _ _ to aid in the
identification of hard copy complaint files and manually reading each complaint
description contained in the hard copy files; using the MRB - “Reports
data generated every — or pulling and reading of all hardcopy complaint
files without the aid of a complaint list generated from . Also, the
procedure and/or complaint record do not document or define what the —
occurrences represent, such as whether the number represents hard copy
complaint records; number of units/devices allegedly reported by the
complainant in all the complaint records searched; number of units/devices
returned and tested; and/or number of confirmed units/devices defective or
confirmed problems.

b) A review of 7 :ustomer complaint records received since ——————— for the
FINESSE FElectrical Surgical System device noted — different described scenarios for
— —— look back reviews, including —complaints where there is no indication that
a look back was done as part of the complaint investigation. The— look back
descriptions are noted below followed by the total number of complaints where each
was observed as follows: ) - -
] JURRERN T \ TN L /7 .
N L S G
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Reference: 21 CFR 820.198(a)

Relevance (Observation 6al and 6a2):

FDA-483 ITEM NUMBER 6.a.1/6.a.2: Written by Investigator Wilkins.

During the review of the CAPA Subsystem, the complaint procedures and complaint records were
reviewed during the period including ~ *———————— and . The following
complaint procedures were reviewed:

e Customer Complaint System procedure, Document ————————_ Revision — Revision

Date — . refer to Exhibit #M26

e Customer Complaint Investigation procedure, Document ——~ , Revision —
Revision Date ( < |, refer to Exhibit #M27

e Post Distribution Monitoring procedure, Document No. ; Revision Revision

Date 1 “refer to Exhibit #M28

The Customer Complaint Investigation procedure, Document No. , Revision — Revision
Date does not define the process of how the recent complamt hlstory 1s evaluated and/or
does not require the recording, in the individual complaint file, of how the recent complaint history
and/or service history was evaluated for that particular complaint, refer to Exhibit #M27. Section
——of the procedure only instructs as follows:

//W T\ .,/ P

- ., refer to Exhibit #M27 Page

L,/
Similarly, section  ——of the Customer Complaint System procedure, Document No. ~——-——.._,
Revision— Revision Date ~, only instructs to review the lot and complaint history as
required, but the procedure does not define the process of how the recent complaint history is
evaluated and/or does not require the recording, in the individual complaint file, of how the recent
complaint history and/or service history was evaluated for that particular complaint, refer to Exhibit
#M26 Page —

—complaint records, received during the period including s to —— were reviewed and
the documentation in the —complaint records did not include the information of how the recent
complaint history was evaluated or performed. As an example, Complaint Number ——
Reccived Date =— documents that the complaint history for the past——————, was searched

97 of 209
PURGED



Establishment Inspection Report FEI: 1718873
Utah Medical Products, Inc EI Start: 02/02/2004
Midvale, UT 84047-1048 El End: 03/03/2004

and no similar incidents were found, refer to Exhibit #M4 Page @ The procedures do not describe
the process of a complaint history search, refer to Exhibit #M27 and Exhibit M#26. The complaint
record, Number eommmmssm {,cs 10t document how the complaint history was searched, such as
searching in , emsmmme by gencrating a report by product; using a report generated from ]
to aid in the identification of hard copy complaint files and manually reading each complaint
description; using the MRB «ummmeme Reports data generated every < o1 pulling and reading

of all hardcopy complaint files without the aid of a complaint list generated from  «smsm’ | rcfer to
Exhibit #M4.

As another cxample, Complaint Number —opmmemses Received Date! <=mm | documents that the
complaint history for the past == rcyealed amccurrences of bent loops found out of «——————
loop clectrode devices shipped over the same period, refer to Exhibit #M31 Page# The procedures

do not describe the process of a complaint history search, refer to Exhibit #M27 and Exhibit #M26.
The complaint record, Number *SSS—G_—=——=W|cs not document how the complaint history was
searched, such as searching in | 4sssiim by generating a report by product; using a report generated
from RO aid in the identification of hard copy complaint files and manually reading each
complaint description contained in the hard copy files; using the MRB <l Reports data
generated every @ or pulling and reading of all hardcopy complaint files without the aid of a
complaint list generated from -« rcfer to Exhibit #M31.

In addition, the procedures and/or complaint record do not document or define what the

occurrences represent, such as whether the number represents hard copy complaint records; number
of units/devices allegedly reported by the complainant in all the complaint records searched; number
of units/devices returned and tested; and/or number of confirmed units/devices defective or
confirmed problems.

Discussion with Management (Observation 6al and 6a2):

During the exit conference, Mr. Cornwell states that he was aware of the observation and understood
the issue as he was part of the discussion. He acknowledged the complaints were reviewed with
him.

Related Exhibits (Observation 6al and 6a2):

The exhibits relevant and related to this observation include Exhibit #M4, Exhibit #M26 through
Exhibit #M28, and Exhibit #M31.

Reference: 21 CFR 820.198(a)

Relevance (Observation 6b):
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FDA-483 ITEM NUMBER 6b: Written by Investigator Jerndal.

Following is a listing of the complaint files reviewed and grouped by look-back determination as
documented in the file. That reference is generally found under the section “Complaint Summary”
on page ™ f the complaint form, but occasionally referenced elsewhere. Exhibit numbers are
referenced for the example’s copied. A second review of notes and copies change some of the totals
for some of the groupings cited.

No Look-back Documented
Complaint # Date Received Exhibit #

3-yvear Complaint & Service L.ook-back Documented
Complaint # Date Received Exhibit #

Complaint History Look-back Only Documented
Complaint # Date Received Exhibit #

990209
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Service History Look-back Only

Complaint # Date Received Exhibit #

L.ook-back Documented in Customer Letter Ounly

Complaint # Date Received Exhibit #

Look-back Time Unspecified
Complaint # Date Received Exhibit #

Complaint & Service History Look-back for Unit Only Documented

Complaint # Date Received Exhibit #

Exhibits (Observation 6b):

The exhibits relevant and related to this observation include the Exhibits as follows: R100 through
R118.

OBSERVATION 7

The device history record does not include complete acceptance records that demonstrate the
device is manufactured in accordance with the device master record.

A review of g work orders (device history records), manufactured after & , revealed
the following errors that were not detected during the review and approval of the
device history records.

a) The following error was not detected during review and approval of Device History
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Record: Extrusion molding batch, product test samples for work order 4NNy
@ Assembly - , were selected by production
personnel according to an obsolete sample scheme.

b) The time ! quuyus® w5 put into the dryer was not recorded on the bill of
operations .(BOO) for Assembly @® work order @B | ;g required by this BOO.
This is done to establish conformance with the minimum drying time of —.
specified for this polymer.

Reference: 21 CFR 820.184(d)
Relevance/ Additional details of the observation:

FDA-483 ITEM NUMBER 7a: Written by Investigator Jerndal.

The Work order cited here is attached as Exhibit RS. The copy of the “QUALITY ASSURANCE
INSPECTION REPORT”, reveals that quality control samples were taken at AP . and
@ am on 2/18/04. (This record does not document the planned sample frequency.) Note that the
work order cited in the 483 is not the one discussed with Mr. Shirley for this observation. This
Work Order @GN also utilized a sampling frequency of NS> however, that sampling
scheme may still be specified for this particular part. Work order, @& start datc «mme  for
the extruded product Assembly @l Tubing, UMP Extruded, attached here as Exhibit R3. Pages
% show the Attribute Inspection Form, noting the sampling interval of s These sample
result records reveal an actual sampling interval of quuee® 1 pointed this out to Mr. Shirley. A
Request for Deviation/Waiver 4lll® was then initiated. The batch was subsequently released
with justification as stated on line # of the waiver, page ® of Exhibit R3. The sample interval for
this Part qggees was recently changed {romg units eVery s toge unit  EE— This
incident may be an isolated oversight on the part of the process operators. This oversight was not
caught by subsequent Device History Record review and release.

FDA-483 ITEM NUMBER 7b: Written by Investigator Jerndal.

The same work order cited above, Exhibit R3, page® is the Bill of Operations. On line g the
requirement is to record the time, signature and date when resin material is first put into the dryer
hopper. This block is not completed for this work order. This was brought to Mr. Shirley’s
attention. His later response was that it appears to be an oversight on the part of the operators. This
oversight was not caught by subsequent Device History Record review and release.

Exhibits:
The exhibits relevant and related to this observation include the Exhibits R3 and RS.
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REFUSALS

Written by Investigator Medina.

No refusals were encountered during this inspection.

GENERAL DISCUSSION WITH MANAGEMENT
Written by Invcestigator Medina.

On 3/3/04, a FDA-483, Inspectional Observations, was issued to Kevin L. Cornwell,
CEO/Chairman, in the presence of Mr. Shirley. Mr. Cornwell also had individuals connected via
telephone as follows: Larry Pilot, Attorney; Dan Jarcho, Attorney; and N

SR D) A Investigators Medina, Wilkins, and Jerndal were also

present.

The close-out meeting was audio taped in its entirety and the tapes are included as Exhibits L1. The
tapes are contained with the original EIR only. Mr. Cornwell stated that he did not wish to have the
FDA-483 annotated and he did not promise to correct the observations made on the FDA-483. The
Investigator responsible for each observation has provided the supporting text and documentation
and the author of each item is noted within the Objectionable Conditions section of this report.

ADDITIONAL INFORMATION
Written by Investigator Medina.

Sterile products are processed utilizing @® sterilization contracted by the firm to be performed at

R

st O C 2 (e 1N -
S inder contract with UTMD to act as the firm’s Microbiologist. ‘s> rovides

opinion on sterilization issues including bioburden testing, sterilization validation, comparative
resistance testing, packaging validation, and shelf-life studies. He was present on 2/12/04 and
provided answers to Investigator Wilkin’s questions associated with emmsterilization of the firm’s
products. Additionally, «ENEENyFr performs laboratory testing in the aforementioned
areas.
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VOLUNTARY CORRECTIONS

Written by Investigator Medina.

Exhibit L10 is the firm’s response to the previous FDA-483 (dated 3/12/03) which was drafted,
compiled, and provided to the current Investigator team during the current EI on 2/23/04. Exhibit
[.10a is the firm’s cover letter dated 4/11/03 sent to the FDA Denver District Office from Mr.
Cornwell in response to the above mentioncd FDA-483.

During the previous inspection dated 2/24-3/12/03, an FDA-483, Inspectional Observations, was
issued to the management of the firm. These items were again covered during the current inspection
to determine what compliance initiatives were made in association with these cGMP/Quality
Systems Regulation deficiencies. A discussion of the previous FDA-483 items (found in bold face
type) and the corrections, partial corrections, or lack of corrections of these items are found as
follows:

Observations listed on form FDA 483 for Utah Medical Products Inc. EI dated 2/24-3/12/03 et
al.

OBSERVATION 1: Investigators Medina (D.2), Wilkins (A, B, C, E), and Jerndal (D.1, F)
followed up on this observation.

A process whose results cannot be fully verified by subsequent inspection and test has not been
adequately and fully validated and approved according to established procedures.

Specifically,
A. Regarding Comparative Resistance Studies for IUP and Deltran devices:
1. @ comparative resistance studies reviewed for the IUP product line and

Deltran product line from @lll® ) form the basis for supporting the use of
Master Product BI's or Process Challenge Devices for the current sl
sterilization validation. The following are examples of where they are
inadequate:

DATE Device Lab Study # Comments
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CORRECTION:

Written by Investigator Wilkins.

On the dates including 02/10-12/04, 02/17/04, and 02/23-25/04, 1, Investigator Wilkins, reviewed
records related to the sterilization process in order to assess the issues related to this observation. 1
reviewed all the records related to the sterilization validations, annual sterilization assessments,
comparative resistance studies, environmental monitoring, and DHR sterilization cycle records, refer
to the Production & Process Controls Subsystem subsection under the Manufacturing/Design
section.

The company has conducted approximately @ Comparative Resistance studies for the purpose of
demonstrating that the process challenge device (PCD or Master Product) is more difficult to
sterilize than the devices manufactured by the company, refer to Exhibit #M32. The company
validated the @il sterilization process in g with the use of product and process
challenge devices (PCD’s) in the sterilization validation cycle runs. The process challenge device,
used in the validation, was selected based on the results of Comparative Resistance Study
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Ry |hc comparative resistance studies conducted

prior to @l®were for ditferent PCD’s used prior to the 4 sterilization process validation, and are
no longer relevant to the current sterilization validation.

I requested and obtained, from  sEEEEEEESE——————EN || ()c

: Comparative Resistance Study Protocols related to this observation. S

’ "provided the following protocols:

Utah Medical Products provided all the Final Reports for the GUlll® (Comparative
Resistance Studies related to this observation, which included the following:

An observation pertaining to the Comparative Resistance Study Laboratory No. #8ll@ , Report Date
, was cited due to the selection of the inoculation sites on the device. The observation
identified the following:

-«
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(V1

I reviewed the Comparative Resistance Study, Protocol No. wssss  Datc s and Final
Report e (Comparative Resistance Study Laboratory No. «mmms Report Date,

" e rcfer to Exhibit #M33 and Exhibit #M34, respectively. Based on the review of the
slerilization validation reports and other comparative resistance studies, this Comparative Resistance
Study Laboratory No. @l is no longer applicable to the current @ sterilization validation. The
PCD (Master Product) in this study was a e syringe. Currently, the company uses a @m;yringe
as the PCD, which was initially evaluated in early for use in the sterilization validation.

In addition, I met with w—to discuss the

comparative resistance study. provides contract laboratory and consultant services, to
Utah Medical Products, on issues related to the sterilization process. @iy  demonstrated and
discussed the rationale for the inoculation points selected for the devices included in Comparative
Resistance Study Laboratory No. @ This issue is resolved as the study is no longer applicable
to the current sterilization validation. As additional information, eEmme®  was able to demonstrate
and provide the rationale for the selected inoculation sites.

Similarly, an observation pertaining to the Comparative Resistance Study Laboratory No.. &
Report Date @ was cited due to the selection of the inoculation sites on the device. The
observation identified the following:

Ireviewed the GuEE—P Comparative Resistance Study, Protocol No. «smm  Date

@ 2nd Final Report : : Comparative Resistance Study Laboratory No.
Report Datc ggge#®  refer to Exhibit #M35 and Exhibit #M36, respectively. Based on the review
of the sterilization validation reports and other comparative resistance studies, this Comparative
Resistance Study Laboratory No. . @ is no longer applicable to the current @ sterilization
validation. The PCD (Master Product) in this study was a =~ eumme device. Currently, the
company uses a gg@psyringe as the PCD, which was initially evaluated in early g for use in the
sterilization validation.

In addition, I met with . EEE—EES—. (0 d1SCUSS the

comparative resistance study. o demonstrated and discussed the rationale for the
inoculation points selected for the devices included in Comparative Resistance Study Laboratory No.
& "This issue is resolved as the study is no longer applicable to the current sterilization
validation. As additional information, eumss  Wwas able to demonstrate and provide the rationale
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for the selected inoculation sites.

An observation pertaining to the Comparative Resistance Study Laboratory No. & Report Date
@ . was cited due to the selection of the inoculation sites on the device. The observation
1dentified the following:

[ reviewed the Comparative Resistance Study, Protocol No W=  1),ic wsmms  and Final
Report ] “wemmmsms  Comparative Resistance Study Laboratory No.smms Report Date e
refer to Exhibit #M37 and Exhibit #M38, respectively. Based on the review of the sterilization
validation reports and other comparative resistance studies, this Comparative Resistance Study
Laboratory No. * , 1s no longer applicable to the current @ sterilization validation. The PCD
(Master Product) in this study was 2 «amsssssssseyinge. Currently, the company uses 4iimp
syringe as the PCD, which was 1nitially evaluated in ear]ly @™ for use in the sterilization validation.

In addition, I met with . RN O discuss the
comparative resistance study. SEENENEER®|cmonstrated and discussed the rationale for the
inoculation points selected for the devices included in Comparative Resistance Study Laboratory No.
@@ This issue is resolved as the study is no longer applicable to the current sterilization
validation. As additional information, MuNEEEF was able to demonstrate and provide the rationale
for the selected inoculation sites.

Another observation pertaining to the Comparative Resistance Study Laboratory No. ammge . Report
Date \@ll# , was cited due to the selection of the inoculation sites on the device and the device is
no longer manufactured. The observation identified the following:

LN\ T N T
I reviewed the Comparative Resistance Study, Protocol No. auw Date ( s and Final
Report . NN  Comparative Resistance Study Laboratory No. #88® | Report Date o
refer to Exhibit #M39 and Exhibit #M40, respectively. Based on the review of the sterilization
validation reports and other comparative resistance studies, this Comparative Resistance Study
Laboratory No. «gmw was conducted to compare several PCD’s (Master Products) to the most
difficult to sterilize device manufactured by the company. The purpose was to select one or more
PCD’s to use for the sterilization validation and routine process monitoring. The study was

conducted by comparing four PCD’s, including s syringes, to the =~ g
G Syringe w/sheath. The observation correctly identifies that the cn———————
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& is no longer manufactured, but the device is very similar to the y— ) -]y
manufactured, refer to Exhibit #M45 Page 7.

The study describes

Prior to meeting with @il [ reviewed the products currently manufactured by the company.
AN  and Mr. Shirley, provided an overview of the products and answered

questions pertaining to the manufacture design and assembly of the products. On 02/12/04, I met

with  « e O discuss the comparative resistance

study. HNEEEEPJcmonstrated and discussed the rationale for the inoculation points selected for

the / «gmmme® Jicvices included in Comparative Resistance Study Laboratory No. s

was able to demonstrate and provide the rationale for the selected inoculation sites. This issue is

resolved as the study demonstrates the PCD is more difficult to sterilize than the device. This g

@ dcvice model is similar in design to thoqiillimm and other SN i-yiccs currently
manufactured by the company.

Also, i cxplained that the @i  were not calculated for some of the comparative
resistance studies as it is a reference point that is theoretical as the studies are conducted in
@ to get direct comparisons between the devices and PCD’s. He stated theslil®  provide a
gencral reference point, but the information of value is the data, or time in minutes, that demonstrate
either growth or no growth. He stated the device in question should be less resistant to sterilization
than the PCD, which is demonstrated by the results of the data. sl brought the data and
results of all the comparative resistance studies and offered to calculate the «sigw - of any that
were not calculated. On this particular day, I did not request@iilllli®  calculate the SEEE» but
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did request them for a later date.

On 02/26/04, Mr. Shirley provided a document from " d2tcd & , which
included the | s for the comparative resistance studies we reviewed that were lacking the
calculation, refer to Exhibit #M46. Thec wssmmm  for Comparative Resistance Study Laboratory
Report No. wssm demonstrate the that the most resistant areas of the

@ devices had 4 . @l - of less than  GuESEEENENNENNT Th: ey for the SN

vented PCD (simulated Master Product) was greater than «y el
refer to Exhibit #M46 Pagcuiime

An observation pertaining to the Comparative Resistance Study Laboratory No. «mme , Report Date
@@ was cited due to the selection of the inoculation sites on the device and that there may be
other devices more difficult to sterilize. The observation identified the following:

I reviewed the Comparative Resistance Study, Protocol No. amms Dalc e and Final
Report NN (omparative Resistance Study Laboratory No. smme Report Date

@ rcfer to Exhibit #M41 and Exhibit #M42, respectively. Based on the review of the
sterilization validation reports and other comparative resistance studies, this Comparative Resistance
Study Laboratory No. @l  was conducted due to e The study was conducted
to compare a ' ‘—_——'md the
current PCD (master product).

The purpose was to demonstrate that the packaging change did not make the most difficult to
sterilize product more resistant than the currently used PCD. Prior to this comparative resistance
study, other «Sll® decvices had been evaluated for resistance and compared to the current PCD
in other comparative resistance studies. The study describes that various product sites within the

Ty - dcvice, Part No. _

The study describes R
R N0 the
following sites, refer to Exhibit #M42 Page 3:
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As the observation cited that there are other models more difficult to sterilize, I compared the
RS (cvice used in the comparative resistance study to the
SRR ; manufactured by the company, refer to Exhibit #M42 Page wmnd Exhibit #M45

Pages  The comparison revealed that the — ennnEa————— : uscd in the comparative

resistance study, includes an e

' GESEEEEE rcfer to Exhibit #M42 Pages il and Exhibit #fM45 Pages il

In addition, the main purpose of the study was to evaluate the effects of the . on the
product and PCD. The results indicate that the GNP |cvices contained in both the
AR demonstrated growth at _ oSN i 6 orowth ot @B . The
current @ PCDs (Master Product) contained in both NN | onstrated growth at
augiilD hrough GEEENE rcfer to Exhibit #M42 Page# The study was ended at qummer
& ; since the PCDs continued to demonstrate growth at  guum——rThe final report concludes
the following:

Prior to meeting with o, I reviewed the products currently manufactured by the company.
«NEES . 2nd Mr. Shirley, provided an overview of the products and answered
questions pertaining to the manufacture, design and assembly of the products. On 02/12/04, [ met
with N | (o discuss the comparative resistance
studygill®  demonstrated and discussed the rationale for the inoculation points sclected for
the NP dcvicesincluded in Comparative Resistance Study Laboratory NoO. s
@l : vas able to demonstrate and provide the rationale for the selected inoculation sites. This
issue is resolved as the study demonstrates the PCD is1 i than the device.

Also, @ : cxplained that the e~ cre not calculated for some of the comparative
resistance studies as it is a reference point that is theoretical as the studies are conducted in _—
vessels to get direct comparisons between the devices and PCD’s. He stated the Wllll® provide a
general reference point, but the information of value is the data, or time in minutes, that demonstrate
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either growth or no growth. He stated the device in question should be less resistant to sterilization
than the PCD, which is demonstrated by the results of the data. “mm»  brought the data and
results of all the comparative resistance studies and offered to calculate the === o any that
were not calculated. On this particular day, I did not request @  calculate the wmm— ; but
did request them for a later date.

On 02/26/04, Mr. Shirley provided a document from o ——"——— (:tcd @ emm»  which
included the @B for the comparative resistance studies we reviewed that were lacking the
calculation, refer to Exhibit #M46. The "  for Comparative Resistance Study Laboratory
Report No. @ | .monstrate the that the most resistant areas of the SEEEE—— (CVices in

both ' sSSP h.d SN of less than IS [hc  ———
for the @ PCD (simulated Master Product) was greater than ~ refer to
Exhibit #M46 Pages g

An observation pertaining to the Comparative Resistance Study Laboratory No. ;e , Report Date
@ s cited duc to the selection of the inoculation sites on the device. The observation
identified the following:

I reviewed the Comparative Resistance Study, Protocol No.#lF _ ..,Date( s, and Final
Report Comparative Resistance Study Laboratory No. ~ gl , Report Date &8 , refer to

Exhibit #M43 and Exhibit #M44, respectively. Based on the review of the sterilization validation

reports and other comparative resistance studies, this Comparative Resistance Study Laboratory No.
@ | was conducted due to— The study was conducted to compare the new

quahﬁcatlon of (U (o1 the ouumumee devices to the current PCD.

The study describes moculatmg the s device by | aEEG £

M . As described in the observation, the report
describes the inoculation site of the product as follows
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———H

Prior to meeting with G, | reviewed the products currently manufactured by the company.
AN  and Mr. Shirley, provided an overview of the products and answered

questions pertaining to the manufacture, design and assembly of the products. I reviewed the type of

devices manufactured by the company and compared the products. A comparison of the devices

indicates that the _

Gy rcvious comparative resistance studies demonstrate that the PCD device is more

A ', cfcr (0 Exhibit #M42.

On 02/12/04, I met with <N | discuss the
comparative resistance study. @SNl demonstrated and discussed the rationale for the
inoculation points selected for the &SNP device included in Comparative Resistance Study
Laboratory No. NN s able to demonstrate and provide the rationale for the
selected inoculation sites. This issue is resolved as the study demonstrates the PCD is more difficult
to sterilize than the device.

Also, sllg» ecxplained that the @I were not calculated for some of the comparative
resistance studies as it 1s a reference point that is theoretical as the studies are conducted in g
vessels to get direct comparisons between the devices and PCD’s. He stated the @l orovide a
general reference point, but the information of EEEGTEEEEENNNNN® |2t demonstrate
either growth or no growth. He stated the device in question should be less resistant to sterilization
than the PCD, which is demonstrated by the results of the data, JSSESSEEEP hroucht the data and
results of all the comparative resistance studies and offered to calculate the gl of any that
were not calculated. On this particular day, I did not request g calculate the g , but
did request them for a later date.

On 02/26/04, Mr. Shirley provided a document from oEmsensm—— datcd gy, Which
included the @il for the comparative resistance studies we reviewed that were lacking the
calculation, refer to Exhibit #M46. The Sl for Comparative Resistance Study Laboratory
Report No. il demonstrates that the most resistant areas of the Jumssw ; device inside a

) had a . The sy for the

refer to Exhibit #M46 Pages 4.

Prior to reviewing the comparative resistance studies, I reviewed the sterilization validation
documents. First, I confirmed that the sterilization chamber currently used by Utah Medical is the
same chamber validated in the initial validation conducted in carly and latc4ll and completed in
SNy | (CSpcClively. summmammaw» | Consultant, provided a Facility Master
Record document from Qi ” (o {5 Exhibit #M47. The
Facility Master Record confirms that the sterilization facility is the same, but has changed
ownership, refer to Exhibit #M47. The sterilization facility has been in operation sincc ##8®  [he
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facility was owned bl in 4 and then was purchased by «EEEEEE—G—G—<G———— | L]
acquired the sterilization facility in @8  Since the . s validation, Utah Medical

continues to use the MGG i the sterilization facility.

Next, I reviewed the il Sterilization Validation Protocol No. sl |, Issue Date
A ond NS \/olidation Test Protocol and Summary Results, Document No. -

amD.tc @ rcfer to Exhibit #M48 Pages g and Exhibit #48 Pages . sgmm. The
validation approval for the summary report is dated i  This validation was conducted, with
product and the Process Challenge Device (PCD/Master Product), soon after the comparative
resistance study for the PCD was completed, refer to Exhibit #M48 Pages 32-46.

A subsequent validation was performed later ing and completed in early & 1, [nvestigator
Wilkins, reviewed the « RSl _ Sterilization Validation Protocol No. &l [ssue Date
@ ond s Cycle Validation Test Protocol, Document No. ._ #§  Date

@ cfcr to Exhibit #M48 Pages & and Exhibit #M49 Pages respectively. The
company followed the RSN Stcrilization Validation Protocol,
Protocol No. i@ and @HEE  Cycle Validation Protocol, Document No. @ (o
execute the s Udlization validation, refer to Exhibit #48 Pages & and Exhibit #M49
Pages @l respectively. The completed and summarized s Cycle Validation Test Protocol,
Document No. " (g, Was approved on ‘e and includes the following information, refer
to Exhibit #M49 Pages

The validation was conducted between <SP (o oSN and was based on
ANSIVAAMUV/ISO 11135:1994 microbiological indicator overkill method. Ireviewed the
sterilization validation binders containing the data and results of the validation. The validation was
conducted with the @il preconditioning g : and . @ sterilization chamber oY
RN /ith both product and PCD’s were run and the sterility test results were
s for growth, refer to Exhibit #M50 Pages @@ . A few of the documents from the ~ s

P Validation ! ENEREEEEEEESS— 0 @@ Validation
Jny validation binders were obtained as copies and included the following:

e A few pages from the Design Qualification, Preconditioning S —
&, refer to Exhibit #M50 Pages a9

e Final Report/ ¢l Protocol «#lmw for the Validation of the New Pre-
Conditioning il located at «EEEG—_———— , rcfcr to Exhibit #M50 Pages b

e Data graphs for Empty Chamber Runs for e . sterilization chamberg , refer to
Exhibit #M50 Pages (o e
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e Memorandum for Sterilization Validation File «# Subject: Empty Chamber Temperature
Profile, Datc «immm documents that ® locations were established using an empty
chamber, Protocol; - _refer to Exhibit #M50 Page «m

° o Quantity of gl required, Date ¢ @  cfer to Exhibit #M50 Page =
. SN | ocation Maps, refer to Exhibit #M50 Pages ' gl

e Drawing and description for Master Product for Sterilization, Catalog No. g Date
. @ | rcfer to Exhibit #M50 Pages ' il e

o W (Cycle Parameters (Listing) for - i,  refcr to Exhibit #M50 Pages |
o 4 Cycle Parameters (Listing) for « iRy rcfer to Exhibit #MS50 Pages

e Listing of products, _ ] — , i
included in the validation GEEENER ..o runs, refer to Exhibit #M50 Pages lRam

e Several pages from the iR sicrility test results for the validation, refer
to Exhibit #M50 Pages '

All the data was verified including cycle parameters for the NP cyclc runs. The results of
the sterility and LAL tests were reviewed and verified.

Thed® sterilization process was assessed and an @l . revalidation was performed in gl
following the RN |- Protocol, Document No. ' illllilme Revision g
Date B, rcfer to Exhibit #M51. The data and results were reviewed.

Due to 2 oS oduct density study was conducted following Product
Density Test Protocol, Document No. S “Revision # Revision Datc &, refer to

Exhibit #M52. The results are summarized in the Product Density Test Report, Document No. #gg:
4  Revisiong® Date @il refer to Exhibit #M53. The data and summary report indicate that
the - sSSP (id not change the product density as the density of the NNV
product was equivalent to the density of the ————e product, refer to Exhibit #M53 Page

After the Product Density results were finalized, the company conducted an @ sterilization cycle

assessment and revalidation by following g/ — S
Document No P  Rcvision @ Revision Datc §ll® | refer to Exhibit #M54. The data

and results were reviewed. The i s

Document No. @@l Revision g@gDate  gmmoutlines the data contained in the packet, refer to
Exhibit #M55.

In gge the company conducted an®® sterilization re-validation to increase the  auu—————————

by following the @ Cycle Validation for <M  Document No. «gilll®® Rcvision
@ Revision Datc @mm® |, refer to Exhibit #M56. The @ - Cycle Validation for s -
Test Report, Document No. qgggumew Revisionm, Date @@® , outlines the validation data
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contained in the binders, refer to Exhibit #M57 Pages g | reviewed the protocol, test report
summary, and data contained in the validation binders and copies of some of the records were
obtained, refer to Exhibit #M57. The validation runs document that in addition to including product
and PCD’s in the gy 0s, the density was also augmented by the addition of
product to each carton to make the cartons more dense than any product @ sterilized, refer to
Exhibit #M57 Pagosme. The information and memo documents that the most densc product sterilized
is Catalog Number g which has a density of NN and the load density of the
containers for this validation was augmented to GENENEIES by the addition of product to each
carton, refer to Exhibit #M57 Page The data demonstrates the process was validated.

In addition, I reviewed the sterilization revalidation conducted by following 8 Cycle Revalidation
Test Protocol, Document No.  @ll®  Revision Datc <@l , refer to Exhibit #M58. The
revalidation protocol was executed to demonstrate that no inadvertent process changes occurred that
could significantly affect the previously validated cycle. An outline of the data contained in the
validation binders is included in -Cycle Revalidation Test Report, Document @Sl | Revision
@ Date @ cfc: to Exhibit #M59 Pages @® Copies of some of the data and records included
in the validation binders were obtained, refer to Exhibit #M59.

In G, the company conducted a #@isterilization revalidation assessment for =
The revalidation assessment conducted byl titled D SEEN—

and the associated data was
reviewed. Copies of some of the data and revalidation assessment report were obtained, refer to
Exhibit #M60.

The company conducted a @ revalidation assessment by following the & Sterilization
Revalidation Assessment Test Protocol. Document No. il , Revision #@:Revision Date
@) :cfcr to Exhibit #M61. The 8B Sterilization Revalidation Assessment  uuu————ty
, Test Report, Document No. " i -, provides a summary of the assessment, refer to
Exhibit #M62 Pages . Copies of a few of the revalidation assessment records were obtained,
refer to Exhibit #M62.

In addition, I reviewed the Revalidation Assessment sSTSS—mm——— Tcst Report,
Document No. ‘gl , Revision g Date @l refer to Exhibit #M63. The revalidation
assessment was conducted by following the @l Sterilization Revalidation Assessment Test
Protocol, Document No. Sl | Revision @Revision Date silgmgmme refer to Exhibit #M61 and
Exhibit #M63 Pages @ Copies of a few of the revalidation assessment records were obtained,
refer to Exhibit #M63.

In summary, Utah Medical has conducted sterilization validations, revalidations and s
validation assessments. The & sterilization validations were conducted in accordance with
ANSVAAMI/ISO 11135:1994 microbiological indicator overkill method. The sterilization
validation « Y runs were performed by increasing the density of the loads to 2

Ty
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and using product and process challenge devices. The company has conducted
comparative resistance studies on products to demonstrate that the PCD’s are more resistant to
sterilization than the products.

2. There is no documentation that a comparative resistance study was performed
to demonstrate that the (¢ is less resistant to the@iip sterilization than
the \GllNR product, in order to justify utilization of the same sterilization
process.

CORRECTION

Written by Investigator Wilkins.

On the dates including 02/10-12/04, 02/17/04, and 02/23-25/04, 1, Investigator Wilkins, reviewed
records related to the sterilization process in order to assess the issues related to this observation. I
reviewed all the records related to the sterilization validations, annual sterilization assessments,
comparative resistance studies, environmental monitoring, and DHR sterilization cycle records, refer
to the Production & Process Controls Subsystem subsection under the Manufacturing/Design
section.

The company has conducted approximately @ Comparative Resistance studies for the purpose of
demonstrating that the process challenge device (PCD or Master Product) is S,
@ than the devices manufactured by the company, refer to Exhibit #M32.

I requested and obtained, from  —— — — ., the

Comparative Resistance Study Protocol No. =nmmammemms  [ssuc Datc - ogmw , for the @il

This observation was cited due to the lack of a Comparative Resistance Study for the "GE—=——
g The company initiated a comparative resistance study on =

I reviewed the Comparative Resistance Study, Protocol No. s . Datc @i and Final
Report Comparative Resistance Study Laboratory No.  «mmms Report Date @l refer to
Exhibit #M64 and Exhibit #M65, respectively. The study was conducted to evaluate whether the
SN s lcss resistant to EO than the current PCD, refer to Exhibit #M65.

The study describes inoculating the .
, refer to Exhibit #M65 Page
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The final report describes the inoculation site of the product as follows:

The T TEEEESSE——————"|ic] is the current PCD used in routine processing
and all sterilization validations completed since #ElRmwas inoculated with S ———————

I | fc - (0 Exhibit #M65 Page -The

results indicate the : : .

AN 1 fer to Exhibit #M65 Pages &l All the PCDs demonstrated growth
ot QI | cfor to Exhibit #M6S Pages gAt an exposure time of . s———— > the test
product demonstrated  guuummpmey’d a1l PCD’s demonstrated emmmrefer to Exhibit #M65 Pages agy

Prior to meeting with SSENEESE | reviewed the products currently manufactured by the company.
Sy, 21d M. Shirley, provided an overview of the products and answered
questions pertaining to the manufacture, design and assembly of the products.

On 02/12/04, 1 met with —%o discuss the
comparative resistance study. NN 1,1, rated and discussed the rationale for the
inoculation points selected for the «E—gcvice included in Comparative Resistance Study
Laboratory No. NP ' was able to demonstrate and provide the rationale for the
selected inoculation sites.

Also, «EEEEcxplained that the ey Were not calculated for some of the comparative
resistance studies as it is a reference point that is theoretical as the studies are conducted in
vessels to get direct comparisons between the devices and PCD’s. He stated the summmarovide a
general reference point, but the information of value

+AENN | c stated the device in question should be less resistant to sterilization
than the PCD, which is demonstrated by the results of the data. sEEE——wrought the data and
results of all the comparative resistance studies and offered to calculate the SEENENS® of any that
were not calculated. On this particular day, I did not request g calculate the . i mme but
did request them for a later date.

On 02/26/04, Mr. Shirley provided a document from ggu—————————————————————— hich
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included the 4y for the comparative resistance studies we reviewed that were lacking the
calculation, refer to Exhibit #M46. The fll ; for Comparative Resistance Study Laboratory
Report No. @ ' demonstrates that the

B. Regarding LAL Testing:

o Rev @  Sterilization Load Preparation, Section @ equired LLAL samples
to be identified for submission to the testing laboratory after sterilization. The current version
of this procedure Revision g, Section @ directs for LAL samples to be pulled and sent to the
lab before sterilization. The change occurred under change proposal Sl and was
approved on or about IR ). reason stated for the change was NN

LAL testing detects endotoxins that are released from the cell wall of dead bacteria.
The test should not be performed until the device has completed all steps of processing to
assure the correct levels are measured. Therefore, the current testing is inadequate because it
is not performed after the sterilization.

CORRECTION

Written by Investigator Wilkins.

The company initiated Change Proposal (CP) No. @l to modify Section @l of the @A®
Sterilization Load Preparation procedure, Document No. olllllBRcvisior gilRevision Date
—by removing the following:

The Description of Change section of CP No. <l describes the following:

VA Y G W, N

Section ‘o f the current procedure, gl Sterilization Load Preparation, Document No. «uliiigy
@t Revision @Revision Date (4SNlllprovides the following instructions:
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The company is now processing the LAL test sample through the sterilization process and then
submitting the test sample to the testing laboratory.

In order to verify that the procedure was implemented and followed, I sampled device history
records for review. On 02/23/04 and 02/24/04, I reviewed the following sterilization process/retort
cycle records that required the submission of product for LAL testing:

The review of the sterilization cycle records confirmed that the product samples submitted for LAL
testing were sent to the testing laboratory after the sterilization process was completed.

As an example, sterilization cycle record Process/Retort @ documents that Pallet No. @y
included the box containing the product samples to be submitted for LAL testing, refer to Exhibit
#M68 Page @ The documentation recorded on the Submission Form includes the < guimminmy o,

' and other relevant information, refer to Exhibit #M68 Pages
wmmm The Process/Retort No. ~ WGl sterilization cycle record includes the following
documents:

e Submission Forms, refer to Exhibit #M68 Pages w5
o Sterilization cycle processing records, refer to Exhibit #M68 Pages «gmm
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¢ Final Report Biological Indictor Sterility Test, Laboratory No. ‘agm  -efer to Exhibit #M68
Pages Wik

e Final Report Limulus Amebocyte Lysate (LAL) Test, il

Laboratory No. P refer to Exhibit #M68 Pages B
e Fmal Report Limulus Amebocyte Lysate (LAL) Test, R —.—
Laboratory No. & (.10 Exhibit #M68 Pages Gl

e Final Report Limulus Amebocyte Lysate (LAL) Test, “"

Laboratory No. il . refer to Exhibit #M68 Page il

e Final Report Limulus Amebocyte Lysate (LAL) Test, ~

Laboratory No. «#® | refer to Exhibit #M68 Pagesqillle

¢ Final Report Limulus Amebocyte Lysate (LAL) Test, O —

Laboratory No. 4P refer to Exhibit #M68 Pages - )
The company is processing the LAL test after the sterilization process is completed.

C. Regarding Real Time Packaging studies:

1. Test Protocol,” " , Rev. @, Real Time Packaging and Integrity Test, is
inadequate in that it does not include the following:

a. a plan for storage of samples, including, storage and environmental conditions to
be controlled and monitored and data to be collected;

b. simulation of shipping & handling stresses plan including vibration test,
temperature extreme challenges, actual shipping and intentional mishandling;
and,

c. organizational units that are responsible for the various phases of shelf-life
testing.

Correction
Written by Investigator Wilkins.

This observation is resolved. The observation cited during the 2003 inspection of the company
indicates that the Real Time Packaging Integrity Test Protocol, Document No. il Revision
@®Revision Date @GP lacked the following, refer to Exhibit #M70:

e Storage Environmental Conditions

e Shipping & Handling Stresses Plan
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e Organizational Responsibilities for the conduct of Shelf-Life Testing

The company provided a memorandum concerning observation 1C of the previous inspection dated
02/13/04, refer to Exhibit #M69. The memorandum includes a sentence that GGG
AN cfcr to Exhibit #M69. When
asked, Mr. Ben Shirley stated the company does not believe there is a requirement for conducting
real-time aging packaging studies. I, Investigator Wilkins, stated that real-time aging of product and
packaging may not be necessary if accelerated aging studies were conducted and documented with a
rationale for not conducting real-time aging studies. Also, I stated that in some instances, product
Premarket Approvals (PMA’s) or 510(K)’s may, depending on the product, require real time
packaging studies as part of the packaging validation to confirm the package integrity and materials
for the actual shelf-life of the product.

The company’s response memorandum also indicates Utah Medical revised the Real-Time Aging
protocol on ENEEER:fer to Exhibit #M69. The revised Real Time Packaging Integrity Test
Protocol, Document No. (R cvision® Revision Date ( Elll® added the following
criteria:

e Sample Selection and Environmental Conditions, refer to Exhibit #M71 Page 3
e Sample Preparation, refer to Exhibit #M71 Pagc @@
e Documentation, refer to Exhibit #M71 Page @

In addition, I, Investigator Wilkins, verified the assignment of responsibilities for the development of
protocols and conduct of the tests and/or validations. In the firm’s respanse memorandum, they
indicate that the responsibilities are defined in the Human Resources Administration procedure,
Document No. ¢l Rcvision @ Revision Dateqiillllie rcfer to Exhibit #M69. 1 reviewed
the Human Resources Administration procedure, which defines the job responsibilities of the various
positions within the organization. This procedure provides an overview of the job descriptions, but
the firm has other procedures that better define and assign responsibility for the writing of test
protocols and the execution of tests.

In my review of other procedures, I determined that the responsibilities for the development of test
protocols and the execution of testing are defined in the following procedures:

e Quality Manual, Revision @ jection (NN .ssigns the responsibility for product
design process to a

A  rcfer to Exhibit #M72 Page --
e Quality Manual, Revision ¢ Section Gmmummmmesy nder the =

4B subscction assigns the responsibility to the ST i Ch
includes ! ) ' - - . ~
hﬂer to Exhibit
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#M72 Page ¥

e Manufacturing Process Qualification and Validation procedure, Document No. {_a "~
Revision “, Revision Date ‘-~~~  assigns the responsibilities of ensuring the quallﬁcatlon
and valldatlon procedures are written, performed, and documented to the __~_~_~_
personnel, refer to Exhibit #M73 Page v

e Manufacturing Process Qualification and Validation procedure, Document No. L]~
Revision  Revision Date "~ A~ assigns the responsibilities of verifying that the required
qualifications and validations procedures are completed and reviewed to the """

N\~ ~efer to Exhibit #M73 Page v

The firm has additional procedures that assign responsibility, which include the Directive and
Development of Products, Document No.._~——~—, Revision " Revision Date """
Experimental Products Document Control System, Document No. . ™~~~} Revision /.
Revision Date -~ | and, Sterile Packaging Design, Document No. <~ Revision .-
Revision Date | \/o-(Exhibit #M74 Page

I inquired if the company followed any standards for packaging validation. Mr. Shirley stated he
would check with  \_~—~"~—"">—""""t0 verify if a packaging standard is referenced or
followed by the company. During my review of documents, I determined the company follows the
requirements of ISO 11607 — Packaging for Terminally Sterilized Medical Devices, 1% Edition,
1997-02-15. The standard indicates that the real time packaging studies are recommended, but not
necessary if accelerated packaging studies were performed and documented.

A review of the firm’s 510(k)’s indicated that there was no requirement to conduct real time
packaging studies. The firm follows the ISO 11607 standard for terminally sterilized medical
devices and conducted accelerated aging studies to verify the shelf-life of the packaging materials
and products. The company performs accelerated aging studies supplemented by real time
packaging studics to verify the shelf life expiration date.

On 02/23/04 and 03/01/04, Mr. Ben Shirley stated that repeat tests conducted under the revised Real
Time Packaging Integrity Test Protocol, Revision “have been initiated forthe T

pouches and \“"™_A trays and will be completed in v = M —r the
pouches ang/trays, respectively.

2. Test Report, V""" Rev. *~, Real Time Packaging Integrity Test, for devices in
b~ pouches and \/\.tr']ys and completed in accordance with = "\ —~_—7
does not define the following: :

a. the lots of products that were placed on real time studies;
b. what environmental and storage conditions the study packaging was subjected
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to; and,
c. shipping and handling tests performed on the devices.
CORRECTION

Written by Investigator Wilkins.

This observation is resolved. The observation cited during the 2003 inspection of the company
indicates that the Real Time Packaging Integrity Test Report, Document No. {_ns_~— Revision ' —
Revision Date "~~~ lacked the following, refer to Exhibit #M70:

e Lot Numbers of Product
e Environmental and Storage Conditions

e Shipping & Handling Stresses Plan

The company provided a memorandum conceming observation 1C of the previous inspection dated

02/13/04, refer to Exhibit #M69. The memorandum includes a sentence that ¢ e N N
— T T S T e —— {0 Exhibit #M69. When

asked, Mr. Ben Shirley stated the company does not believe there is a requirement for conducting

real-time aging packaging studies. I, Investigator Wilkins, stated that real-time aging of product and

packaging may not be necessary 1f accelerated aging studies were conducted and documented with a

rationale for not conducting real-time aging studies. Also, I stated that in some instances, product

Premarket Approvals (PMA’s) or 510(K)’s may, depending on the product, require real time

packaging studies as part of the packaging validation to confirm the package integrity and materials

for the actual shelf-life of the product.

The memorandum, dated —~— , indicates that UTMD believes adequate tests were previously

completed, but that repeat tests under the revised protocol, Document No.  -~_—— Revision .~

have been initiated, refer to Exhibit #M69. On 02/23/04 and 03/01/04, Mr. Ben Shirley stated that

repeat tests conducted under the revised Real Time Packaging Integrity Test Protocol, Revision -

have been initiated for the ~"""_" " "pouches and """ trays and will be completed in
-~ _———~_. for the pouches and trays, respectively.

I, Investigator Wilkins, inquired if the company followed any standards for packaging validation.
Mr. Shirley stated he would check with oA~~~ ~—"""7to verify if a packaging
standard 1s referenced or followed by the company. During my review of documents, I determined
the company follows the requirements of ISO 11607 — Packaging for Terminally Sterilized Medical
Devices, 1* Edition, 1997-02-15. The standard indicates that the real time packaging studies are

123 of 209

p\j‘P\GED



Establishment Inspection Report FEI: 1718873
Utah Medical Products, Inc E1 Start: 02/02/2004
Midvale, UT 84047-1048 EI End: 03/03/2004

recommended, but not necessary 1f accelerated packaging studies were performed and documented.

A review of the firm’s 510(k)’s indicated that there was no requirement to conduct real time
packaging studies. The firm follows the I[SO 11607 standard for terminally sterilized medical
devices and conducted accelerated aging studies to verify the shelf-life of the packaging materials
and products. Even though their procedures do not require the performance of real time packaging
studies, the company performs accelerated aging studies supplemented by real time packaging
studies to verify the shelf life expiration date.

I reviewed the Accelerated Aging and Package Integrity Test, Protocol No. | —~_~—and Final
Report for Accelerated Aging and Package Integrity Test, Laboratory No. “ ™" to verify the
accelcrated aging tests conducted on packaging materials to evaluate the barrier properties of the
packaging materials following a ~~ accelerated aging period. The results indicate that the
packaging materials demonstrate a «~sterile barrier properties following an extreme bacterial
aerosol challenge after exposure to a ,~— accelerated aging.

In addition, to verify functionality testing of a product after accelerated aging tests, I requested any
information related to the Real Time Packaging Integrity Test Report, /"~ Revision .~
Revision Date «./— refer to Exhibit #M75. A review of Test Report No.' ~—— -evealed that
the Appendix section referenced Change Proposal (CP) =~~~ refer to Exhibit #M75 Pages v~
A review of """ included the testing raw data from Test Report .=« N—""" . A few sections
of v~ ) were obtained, refer to Exhibit #M76.

Test Report -~ referenced the Pouch or Tray Seal Testing procedure, refer to Exhibit #M75
Pagev~ Ireviewed the Pouch or Tray Seal Testing procedure, Document No. ("~ which
outlines the pressure testing of packaging seals, refer to Exhibit #M77. In addition, the following
procedures referenced or followed during the execution of the Real Time Packaging Integrity Test
were reviewed:

\ B - = ‘// o
"‘-.\_ = - e -

I requested the device history record (DHR) for the products manufactured for the testing described
in the Real Time Packaging Integrity Test Protocol and Report. Mr Sthley provided "\
" Areview of the information documented in  ~ T verified the
documentation was relevant to the test protocol and test report.
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In addition, " -~ indicates the test articles were exposed to T -

_Y>ue and stored at ambient temperature and humidity for ‘- | refer to Exhibit #M75 Page v A
review of the Process/Retort Cycle records No. «v~~"and &~~~ referencedin  ~~__——
VT revealed the test articles were exposed to N~ '

= T

Since the company relies on accelerated aging tests to verify the shelf-life of the product, I decided
to verify the accelerated aging test data for the .~ 7~~~ The "\ .~~~
\’/' S " Redesign Qualification, Document No ~ v~ ~_~Revision +Date -~~~
includes the accclerated aging tests for the product among other elements included in the testing,
refer to Exhibit #M78. Section .~ titled Shelf Life Processing, of the T N
LA ~~~_~_ Qualification Test Protocol, Document No. v~ requires the following
processing steps for the accelerated aging, refer to Exhibit #M78 Page «~~

The Environmental and Accelerated Aging Tests procedure, Document No. i/ \/"., Revision
Revision Date \,~"\-describes and defines the environmental test parameters and accelerated
aging requirements, refer to Exhibit #M79.

The ~ ™~ e i - Qualification Test Report, Document No. | ™ =

Revision «/, Revision Date S~ documents the results to qualify the dimensional mOdlﬁCthIOHS
made to the device, | - ~_——~_ "~ "~ ——_ " — " -refer to Exhibit #M80.

Change Proposal (CP) ““.~-was initiated to allow fort "~ .~ = "\~
N A

The Test Report No. v~ Revision .-~ documents the following:

[ reviewed the raw data beginning with the Extra Process Work Order (FPWQ) L™~ "> for

the &~ product manufactured between .- ~~"—"~"" refer to Exhibit #M81. The
- -~ .= acludes a notation that the product be 1cturned tothe ‘N
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N refer to Exhibit #M81 Page

Next, I verified that the product was ™ v~ ] reviewed the
following sterilization process cycle records:

The process/retort sterilization cycle records did not specifically reference the " \—"—~—"but
engineering box containing the products of “"™"""was labeled and identified with the engineer
in charge of the product and dates. The engineer name and dates, identified with the engineer box

documented within the sterilization cycle records, provided the linkage to the product manufactured
under. e

Next, [ reviewed the data related to the ™" of environmental aging performed per procedure

v"~-1  The Environmental Chamber Log revealed that the product samples for' «~—"were
placed in the environmental chamber for - ~—~""between the dates of “~\—\ .~“—— rhe
product was placed in the environmental chamber for ¢+~~~ under the conditions described under
the Environmental and Accelerated Aging Tests procedure, Document No.  ~™~""  refer to
Exhibit #M79 Page .~

After reviewing the data for the environmental agmg test, | revrewed the data for the accelerated

aging tests. The product samples were placed in ¢~~~ —" L - oto simulatea (ot
shelf-life. The (.~ -~"—"" Log documents that the product samples were placed in the .. +—~
L N AT

Once the review of the raw data associated with the shelf life processing tests was completed, T
reviewed the product inspection and test data as outlined in Section v Inspection and Testing
section,  \\ - 0\ .. . > Qualification Test Protocol, Document
No.v" N\ rcfer to Exhibit #M78 Page v

The leak test was performed according to (Leak Tests) Pressure Tubing Drip Setand © . e
procedure, Document No.} Vv L= Revision v, Revision Date" -\ - The visual inspection
and leak test data is included in Test Report No. , under the section titled “Final Qualification
Test Results Lo~ T Tl o
VA~ refer to Exhibit #M80 Pages -~ .{he pull test results in Test Report No » N under
the section titled “Final Qualification Pull Test Results | ——_  —~_  ~~_
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("~ ——~ " " documented that -7 samples from each group were

pulled at the N fW\/\’\/m refer to Exhibit #M80 Pages ~ The pull test results were as
follows:

‘. : ? /
\ A K
g B \‘
NS \\ //

The Conclusion section, Sectior;  , ofthe "~ ~ Qualification,
Document No. >~ concludes that the base plate is released for production and distribution as
qualified for ~—"—————-— janda ¢~ shelf life.

T TN T

In addition, the raw data for the test results documented in Test Report No. " was reviewed to
ensure the data reflected the same information as summarized in the final report. The data was
verified. In order to verify the results of the pull test, I reviewed the . —~ "~
Design Specification, Document No. "~ Revision —Revision Date ~_~—=, refer to Exhibit
#M82. The bonded connection strength specification listed under Section ~~--is defined as the
bond connection strength must not break or crack at less than «™~~ of force. The pull strength test
results in Test Report No. <"~ Jemonstrate that the bond connection strength is greater than +~
/,, refer to Exhibit #M80 Pages

The company has conducted accelerated aging tests for packaging and is conducting real time
packaging tests.

D. Regarding Molding:

1. There is no approved extrusion process validation demonstrating the firm's use of the
setup parameters to operate the extrusion molding equnpment The set-up parameters

—\. N TR i N et

R \ — (N __are copied from the
previous extrusion molding set-up sheet, as confirmed by firm personnel.

o m—

Written by Investigator Medina. This item was observed to not have been corrected. See
current FDA-483 item numbers 1a and the “Objectionable Conditions” section of this report.

2. There is no process validation for molding the female luer to show approved setup and
operating parameters Lo -
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Written by Investigator Medina. This item was observed to not have been corrected. See
current FDA-483 item numbers 1b, 1c¢, and 1d and the “Objectionable Conditions” section of
this report.

The injection molding operations assoclated with the female luer (N~ were again
reviewed during this inspection to determine if any additional validation activities were
conducted upon this part which was noted on the FDA-483 during the 2003 inspection. Mr.
Shirley stated that the firm has not conducted additional validation or qualification activities
associated with injection molding operations as they currently exist at the firm, and have
existed since the previous inspection. Additionally, Mr. Shirley stated that drawings and
associated injection molding processing procedures have not been changed since the previous
inspection. These documents were again collected during this inspection and are evidenced
as follows:

EXHIBIT "~ INJECTION MOLDING ASSOCIATED
' DOCUMENTS
L91 Drawing entitled \/\_// = e 0
NI ~dated .
L92 MOLDING SET-UP SHEET — Document Number
Revision »for Part Number =~~~ ~———

L93 BOO (Bill of Operation); Process number = "\~ dated
X7 """(the date of printing). Mr. Shirley stated that this has
not changed since the previous inspection.

L94 QUALITY ASSURANCE PROCEDURE number A"t
entitled “MOLDING AND EXTRUSION INSPECTION
PROCEDURE”; Revision *~dated ~1—"

L95 QUALITY ASSURANCE PROCEDURE number - 2.
U entitled ¢ TN T e e TN
s Revision vdated o —

RS

E. Regardine Qualifying the Intran Plus for """ " —
Procedures for validation of the L ™ "/_‘Mfor IUP devices, as described in Test Protocol,

L\, Rev. vvand Test Report, -~ Qualifying Intran Plus for a: Lo e
are inadequate to allow for { -~ .. ‘“—as describedin B _-~_—}because the TP and TR
fail to include or evaluate:

1. test reports for - “\..-— sterilization exposures;
2. identification of the lots of finished product subjected to testing; and,
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3. an analysis of residuals after the: . .~ -~

CORRECTION

Written by Investigator Wilkins.

In response to this observation, the company revised the Qualification of Intran Plus For A ™~
V"~ Test Report, Document No. " Revision , Revision Date_ ™" upder
- e et —
Change Proposal (CP) v~~~ andCP - ~_ """
-~ P i iz e

— e ———— . e e
e

The Qualification of _ sFor ("~ Test Report, Document No. ">~
Revision V', Revision Date “*~~—  was modifiedto =~ -~ N T
. ~~ - refer to Exhibit #M83 Page ( "

Due to typographical errors to -~~~ the Qualification of " { - for
A N —Test Report, Document No. ;| A—Revision “; Revision Date .\~ was

revised to correct the N N ST~ refer to Exhibit #M84 Page

The observation cited during the 2003 inspection was due to the lack of cycle retort numbers and lot
numbers. The firm had the sterilization cycle records and DHR lot history records but the numbers
were not recorded on the final test report. I requested and reviewed the following records and
associated data:

o ‘ N e T
/‘/‘ / : e /f"’ A
y L ) v

The company corrected 1E1 and 1E2 of this observation by adding the numbers to the test report, but
the data existed. In addition, the actual testing and test report were completed on ~t—"7 and the
subsequent revisions to the test report were only to add the sterilization cycle retort numbers and lot
numbers.

The actual test data conducted for leakage current after the o and after the ' et
had  additional failures. The firm does not explain the results. When asked, Mr. Ben Shirley
stated that the firm did not consider the failures as an issue because the seams were damp and the ¢
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" s an extreme worst case scenario. When asked again, Mr. Shirley stated that the
manufacturing process for the Intran Plus has been “~ . During the testing reported under Test

Report No. (. -—the Intran Plus . R o P I I
TN R e SR "x--i,_g — Rev151on N N I
{ : e Thige ey o UM emeesesignio \___#_..--— i N 3 s
Document No. . ~"' , Revision . Revision Date v~ to assemble the A~

NN A\ refer to Exhibit #M85.

When the company decidedto  \ "o N\~ T T

o\ the company performed the Quallﬁcatlon ofthe (-~ "~ "\
and completed a test report. The Qualification of the \ _—~__ " \_~""=———"" " "Test
Report, Revision 7, Revision Date (/\/"documents that the product test samples were
processed through  ( ~ NN N e
«/\-mer procedure "1, Revision o refer to Exhibit #M86 Page - The current v test,
L ENA e % test, and test were performed on the product test samples, refer to
Exhibit #M86 Pages "

I reviewed and verified the raw data and records associated with Test Report «w—~" which
included the following;:

e DHR Extra Process Work Order (EPWO)  _\_- " —

e DHR EPWO N e IINEE I
e Sterilization Cycle Process/Retort  ~ ™\ _ "~/ —
e Sterilization Cycle Process/Retort - A TN

-~ ~ N -
e Sterilization Cycle Process/Retort " >~ S

The test sunples were manufactured under VYDHR lolS TSN W UNC g &
\ T s . yand gach DHR lot was

exposed to \h/ \/—Jprocess cycles B

Next, the praduct test samples were placed in the environmental chamber for «-\_~per
procedure .~ - Revision « refer to Exhibit #M79. 1 verified data for the environmental
chamber by reviewing the Environmental Chamber Log.

In addition, I verified the raw data for the current ~~/test, ¢\~~~ test, and<\_n test,
The raw data is maintained in Change Proposal (CP) ~\ -—~_~_—~efer to Exhibit #M88.

Sectionw”L-of the Test Report No. v~/ “describes the following:

L/.. . ."" : \..“'\,, " T —\— i T T T — T e
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h#\_,
N

The raw data for the \ A ~~~—test is located in _~——,refer to Exhibit #M88 Page - - The
results alter the “+~" -worstcase v~~~ ~__~— were as follows:

Exhibit M86 Page 5.

The Test Report No. .~ ~~, Revision .~ -Revision Date s supersedes the Test Report No.

V"7 because that testing was actually conducted on - refer to Exhibit #M86 and Exhibit

#MS4 respectwely The test results documented in Test Report No. ==~ did not include failures
- X - ~——>1n the environmental chamber, and +~—"unctionality

test worst case | -, conditions.

The observations, 1E1 and 1E2, cited during the 2003 inspection are resolved.

The company was also cited for the lack of conducting residuals analysis after exposure toa [, ~_—
“V sterilization during the 2003 inspection. The current DMR for the "~~~ _"\_-"\~

v"\—~/ Device Master Record Document No. -~ Revision. A Revision Date (" ——"_—~
indicates the ™ \ A\ _—_ — - ~ -~ are qualified for ¢ ~—""—"
sterilization proccss refer to Exhlblt #M89 Page -

In order to corrcct this obscrvation, the company executed the 1"~~~ Testing

Test Protocol, Document No. v"™>~_"""Revision - Revision Date' ¢ The current rcv131on
of the test protocol, " T — Testmg Test Protocol, Document Ne ¢v—r

Revision ~ Revision Date A il e e G TN T e

L.~ TN A 1efer to Exhibit #M90. The results are documented in the

LA~ o W7 Test Results Test Report, Document No.  ~~_", Revisior ¢
Revision Date ! —1-"\ refer to Exhibit #M91.

The V™~ device submitted for testing was the N\ because the
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""" contains all the components that may be mcluded in any of the models of the -
product family members ;lefer to Exhibit #M91 Page~ “The . Y v was submitted
to "\ —"-"":records and documented in Sterilization Cycle Process/Retort < ™-~="
NN | 1'equested and reviewed the L7 =" " ~""processing records,

Process/Retort Cycle ;- "~ ~—nd Process/Retort Cycle o0 verify the <sterilization
cycles for the product submlttcd for U testing. After exposing the product test samples to
v sterilization cycles, the test samples were submitted to the contract laboratory for 7 =

« — analysis.

The | ~~""1analysis test results are documented in the ..~~~ Final Report,
(e T aboratory No. £ Report Issue Date | 17~ refer to Exhibit
#M92. The results indicate the residual amounts are within acceptable limits.

In addition, the company has also conducted (At analysis for the <~ +_~v devices
processed through - 4L L srocess cycles. The results are documented in the ¢~
NN Test Results Test Report, Document No. " x4, Revision ¢~

Revision Date (~—, refer to Exhibit #M93. The conclusion section of this test report concludes
that the &7 N7 NN e e N U U

}/\/\./\/x,.//\J N /\""/ N TN T e fer 10 Exhibit
#MO3 Page 7

F. Regarding the gluing process for the IUP device

There is no validation for the gluing process bonding the \ ~\_~—--—_ —_—~———
devices. Functionality testing was performed but the gluing process was not validated.

Written by Investigator Jerndal.

See the firm’s response under Section, Observation 1F, Exhibit L10. Attached to that response, is a

copy of Test Protocol VU~ Revision «;, dated ~———1JP Functionality Test.” This test

protocol purpose is stated as, ‘ Cg’\{//\_,./\ s S N
e~ e~ e~ The Test Report _5, Revision: -, dated 1"
o~ T Functionality Test , also found in the firm’s rcsponse states its purpose as,

| TR g L TR, g e "0

U=\ Section V7 on page escribes pull testmg Sectlon / Wsummanzes the results

(listed in pounds) of the pull test of T TN TN samples of v were also

tested “'For comparison purposes.” Section = on page “describes this pull testing as, L
) L N Thatis the catheter " 7according to Mr. Shirley. According

to Mr. Shuley this test report indicated the product, with the \_~—~~ - design, met the

requirement of being at least as good as the v, L—~~— « ~o— ) design.
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The Test Report 71—, Revision - dated N B T s o
R e N R Uy "\ s also found i n the firm’s blue book response. Its stated purpose 1s,
(e TN e N - R R ,.{’_T‘;-_ .
P U Undef “Overview”, page *of thls Test Report it 1s stated that, \ A

;

L

~ T /—\»—\_/P‘ \\"“\nd fllrthel’, L/’:‘v’/\»—-—-\\_/'\_s__//’\/\w

‘“/' Ty ) ///fy‘ )
; ) (4 . // - Y
T L LU

— - - ~

Acccptance criteria is stated as, Conm L SN "”\\_//’:\,/'”"'“-‘—-.--- e
N N S W W \‘./ R g
T _' The raw data supporting this testing was reviewed by Monica Wlll\mS during

asscssmcnt of previous inspection 483 Item #13, which cited design change issues for this same set
of test protocol and test reports. See that prior 483 observation 13 discussion for additional
discussion.

OBSERVATION 2: Investigators Wilkins (a, ¢, d) and Medina (b, e, f, g) followed up on this
observation.

Software validation activities for computers or automated data processing systems used as part
of production and the quality system have not been documented.

Specifically,

The following computer software has not been validated for its intended use:
a) The Document Distribution system

CORRECTION

Written by Investigator Wilkins.

The company has corrected this observation by validating the Document Distribution System. The

Document Distribution System isa b7 o .~ program that allows for

employees to access procedures, in a view only mode, by going through successive indexes. I,

Investigator Wilkins, reviewed the Document Distribution System Test Protocol, Document No. ..
v ¥~ Revision ,/Revision Date ¢~ and Document Distribution System Software

Definition and system requirements document, Document No. . ~ -~ Revision ~; Revision
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Date '“~""" refer to Exhibit #94 and Exhibit #M95.

After reviewing the test protocol and system software requirements, I reviewed the Document
Distribution System Validation Test Report, Document No. (~__~~— Revision v  Revision Date
L7 (Exhibit #M96), and the associated raw data documented during the actual testing. The
results documents that the only variations were caused by the |~ A~~~ v
L o~ "\__—"but the content was accurate. In another type of deviation, when the
accessed or printed procedure did not include a diagram or drawing, it was because the original file
did had not been scanned into the system. Once the drawings were scanned into the system, the

1ssue was corrected, refer to Exhibit #M906.

Written by Investigator Medina.

This 1item was observed to have been partially corrected. See current FDA-483 item number
3c and the “Objectionable Conditions™ section of this report. Exhibit L.10 contains the firm’s
response to the FDA-483 dated 3/12/03. Section 2, Page 55 contains information associated

with the firm’s current Software Validation Plan.

The portion of this observation that was observed to have been corrected is in
validation association with the use of {~~™~"" for incoming inspection activities.
Exhibit L.96 is “TEST PROTOCOL” number v "—Revisiont-; dated ~—"
entitled M~~~ o~~~ which describes the test procedure for
qualifying  “"“—~_ ~_~_ nquiryand the \_~_N_ ;subroutine of
Direct Results. Exhibit L97 is “TEST REPORT” number " L——, Revision, &~

dated t «~ entitled “VALIDATION OF . which

states that the raw data is attached to CP « L o < " The

conclusion of this test report states that L > S 1 .

SN 7P (Exhibit L97, Page /o=

Exhibit L.98 is “CHANGE PROPOSAL” number  “which

describes the - ~~6f the above mentioned software validation. Exhibit .99

1s “CHANGE PROPOSAL” number , . .. ~  ° vhich describes a

change tothe - S - - S - vere

identified (Page ~ A summary ofthe /\/\/\Whlch were changjed are as

follows:

EXHIBIT | SWITCHING | LOT# [ .LOT . | . ACIUAL | . LOT ..
CODE PER perdiedly = SWITCHING CODE | / s |
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Protocol number | = PASS/FAIL [ " PER /" 'T PASS/FAIL
- ,', TR and ' i : e ta 3 ;
i ) : : . ‘(Exlnbxt ’L99)/
i3 ' : ) : -Page_ - .
(Exhibit L.98)/ e o
Page |

/ / / :
/ / /
A

/

Ry / / - .
Y, ; y
L/ o
\/

vo deficiencies were noted.

) .\~ complaint handling system

NOT CORRECTED

Written by Investigator Wilkins.

This observation has not been corrected and a similar observation was cited during the current
mnspection, refer to the discussion under observation 3a of the Objectionable Conditions section of
this report. This observation was covered by Investigator Wilkins.

d) e used for maintaining the RGA log

NOT CORRECTED

Written by Investigator Wilkins.
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This observation has not been corrected and a similar observation was cited during the current
inspection, refer to the discussion under observation 3b of the Objectionable Conditions section of
this report. This observation was covered by Investigator Wilkins.

e) IUP \ ~_~_~.;system
Written by Investigator Medina.

This item was observed to have been corrected. Exhibit L10 contains the firm’s
response to the FDA-483 dated 3/12/03. Section 2, Page 53 contains information
associated with the firm’s response to this issue. The response states ““...this ‘system’
does not require software validation because of full verification by visual inspection.
Manufacturing personnel ‘control and monitor’ the se~\~~ of the time during the
process to ‘ensure that the device conforms to its specifications’...”.

Exhibit L113 is “TEST PROTOCOL” number w~—~", Revision +#7dated . «—~—-

entltled N = e N T

=" =" which describes the quallﬁcatlon process for evaluating the
\A— designed by ("~ Exhibit L114 is “TEST REPORT” number " _~
v\ Rev151on s dated L L-nentitledt Lo e

. ~ - \//&/ ~——""""~—""The conclusion of this
test report states that 17"\~ N_TN el TN \/\—/’/

[ [/ e o -
BN 7 s _ ’(Exhibit L114, Page

Section “; Exhibit L115 is “SOFTWARE SPECIFICATION” number = ¢~ -
Revision \, dated »~“" which describes the specifications of the software used for
the purpose of operating the e~~~ —_ —~

1)) V\/ "Rev. «—~_ —— _——rprogram used for components that require
~—<_ "\~ - Device Master Record for | -~ \_—"~—""" and
u /‘\_{:./\

Written by Investigator Medina.

This item was observed to have been partially corrected. Exhibit L10 contains the
firm’s response to the FDA-483 dated 3/12/03. Section 2, Page 53 contams

information assocnted with the firm’s response to this issue. The | "~~~
and* "™ _”are currently on the firm’s Software Validation Plan and has a
high priority level which was scheduled to have been completed , + ~~ Mr. Shirley

stated that there currently is not a V"~ —="="for either of these validation
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activities.

Mr. Shirley stated that the t——"_-" - tests to ensure that the device has the
ability to turn on and off and the ™ «~ L~ s the software that is inherent within
the device.

) Software used to operate and record test results on the -~~——"s Final Tester
Written by Investigator Medina.

This item was observed to have been corrected. Exhibit L1161s “TEST
PROTOCOL” entitled “QUALIFICATION OF , —~—~_~——FINAL TESTER”,
number , .~ " , Revision v dated ; —_~which describes the qualification of

the final tester for «—-«~ \/\/\/\/—\/\.4 Thls quahﬁcatlon addressed the
issues as follows: '/ b SN\
v e N R B NI
(L

OBSERVATION 3: Investigators Wilkins and Jerndal followed up on this observation.

The corrective and preventive procedures addressing the analysis of sources of quality data to
identify existing and potential causes of nonconforming product or other quality problems
were not complete.

Specifically,

A. Regarding Finesse ESU complaints:

1.

The Corrective and Preventive Action procedure and the Customer Complaint System
procedure are inadequate with regards to the use of failure codes. They do not assure
that codes will be uniformly applied as the procedures do not define each code or
instruct when each code is to be used. The procedures do not include instructions for
changing the codes after evaluation/investigation, nor do they include how this data will
be collated and utilized. Review of similar complaints indicated different failure codes
were assigned. For example, a review of —Finesse complaints in «~~and their failure
codes revealed "“--out of .-~ complaints coded as failure code /)

L Lo

/Y ) ;‘ ” had information describing components as* (-
LT & 1 \/ \__.- .-~ There were only “:omplaints
codedas |\ .7 \_ . I Y
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NOT CORRECTED

Note: All the investigators, Investigator Medina, Investigator Jerndal, and Investigator Wilkins,
reviewed complaint records to identify correction to this observation.

Written by Investigator Wilkins.

This observation was cited for the lack of defining the failure codes and a similar observation was
cited during this inspection. [, Investigator Wilkins, cited this repeat observation under item number
4al, refer to the discussion under the Objectionable Conditions and Corrective & Preventive Action
Subsystem under the Manufacturing/Design section.

2. Three out of the five Finesse | ~ complaints thathad ./ 7 N _ "\ "~—-"\—r"""
stated these were random failures. Complaint letter in. (" (- indicates this failure
typically happens in older systems. This system was of the “‘young age’ so failure could
be contributed to a defective component”. The complaint summary for __+_ """~
received 7 \//\‘/ shows the unit had only been in service since . -~ ——~_ .~
of the V"complamts showed that units were not old; therefore, they may not be
random failures and no corrective or preventive action was opened to evaluate this
discrepancy.

7
3. Three out of 18 complaints had no evidence of complaint and service repair history
reviews " " "~""And, six out of 18 complamts had
searches of the complamt hlstory and/or service repair history only for the complamt

univ (7 N7 e NI i The
Corrective and Preventive Action procedure is inadequate in that it does not defme
what type of history search, or to what extent the search should be conducted on
complaints. Some complaints examine entire device families while other examine only
the affected unit. Further, some complaints included having records reviewed for ( —

/" while others included having records reviewed for (7 " ~_-—- .

B. Data relating to in-process and finished device testing failures are not analyzed or
investigated during IUP catheter manufacturing and, therefore, no corrective or
preventive actions have been considered or implemented for any existing or potential
causes of non-conforming product or other quality problems.

Correction
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Written by Investigator Wilkins.

During the inspection, Investigator Medina, Investigator Jerndal, and myself (Investigator Wilkins),
reviewed Device History Records (DHR’s), which included the in-process and finished testing

results.
I, Investigator Wilkins, reviewed v DHR’s lot histories for numerous devices because they were

selected for review in relation to the sterilization cycle records instead of a specific device. The
following DHR’s were reviewed for devices manufactured between the period of ("

N

DEVICE HISTORY RECORDS

PRODUCT NUMBER PRODUCT NAME

[ LOT NUMBER

//./_\ / / .
/
/ . ‘.: o V f/
|‘y. /
| / /

—
—

— .
\\\
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LOT NUMBER PRODUCT NUMBER PRODUCT NAME

DHR’s that included in-process non-conformances were documented. A review of additional
records, such as Nonconforming Material Reports, Corrective Action Reports, and Deviations,
Complaints, and Returned Goods Authorizations revealed the company is initiating corrective

actions, when necessary, for the records reviewed.

The Corrective and Preventive Action procedure and the Customer Complaint System
procedure are inadequate in that they do not include all the instructions needed to close
out complaints. When an investigation is transferred from the firm to the vendor, the
procedure does not include how to complete the corrective action. For example,
complaint ~—"""was received on a broken, burned and charred ‘“—~"——
. The device was sent to the manufacturer of the -——————- used in this
device, for vendor evaluation. The complaint was closed without documentation of

receipt or review of the vendor's analysis on the device.

The Corrective and Preventive Action procedure does not adequately describe when
non-conforming incoming product should be evaluated or investigated nor when a
corrective and preventive action should be initiated. For example, <—~__-—- Non-
Conforming Material Reports reviewed for the .\~ —~~_—~__~= for the
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failure, "~ —~_ """ '/ did not document the evaluation or

investigation of the failure and no corrective or preventive action was initiated.

See current FDA-483 observation number 4 and the Objectionable Conditions section of this
report.

OBSERVATION 4: Investigators Medina followed up on this observation.

Not all of the actions needed to correct and prevent the recurrence of nonconforming product
and other quality problems have been identified.

Specifically, ~~ omplaints dated “"" were reviewed for cracking/brittle IlUP
catheters. The original CAPA ”~_was opened .~ and closed .~"2— There is no
documentation of evaluation of patient risk associated with this device failure, and no
documentation that an evaluation was made to determine if other devices manufactured by the
firm in a similar form or manner may experience a similar failure.

Written by Investigator Medina. During this inspection, I reviewed +~—~"—" [UP complaints
since the previous inspection dated 3/12/03. Patient risk was observed to have been assessed
associated with device failure. Additionally, evaluations were conducted to determine if other
devices manufactured by the firm experience a similar failure. See current FDA-483 item number 5
and the Objectionable Conditions section of this report associated with CAPA, written by
Investigator Jerndal.

This section below was written by Investigator Wilkins.

Duriﬁ(y this inspection, Investigator Medina reviewed the complaints related to the Intran Plus (IUP)
catheter products. The Number of Complaints spreadsheet included in the +"~—"“r-MRB Review
report mdlcatcs the company receivec TUP product complamts between T

L™ ', for brittleness, refer to Exhibit #M5 Page =~ After Investlgator Mcdma
reviewed the IUP compl"ums, I, Investigator Wilkins, reviewed the two complaints alleging
brittleness rcceived after . - ; which is the date of the conclusion of the last inspection, for the
TUP product line. The complaints are Complaint v~ - : Recetved Date ' | .~——Tand
Complaint # ¥™>~_ "7, Reccived Date ¢ —  The DHR lot history files were reviewed to verify
the method of sterilization and the investigation results. The DHR’s revealed the products were
sterilized by a gamma sterilization process. '

For example, Complaint: ¢ "\ Date ¢ ’k/,/alleged that the cathelters are brittle for lot
L~ The complaint documents that~ [UP catheters were alleged as affected. The
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complainant returned 5 TUP catheters. The investigation determined that the | «— " - was
sterilized by a radiation _.——_—sterilization process. I requested and reviewed DHR lot
»“and verified that the lot was sterilized by «—~——sterilization. In...._..~ ‘the company
implemented changes in the sterilization method and packaging materials. The company changed
froma {_~_-sterilization to “ sterilization method and from ,— _——packaging materials.
The lot history revealed the lot of product was manufactured prior to the changes to the sterilization
and packaging process.

In addition, the company provided a memorandum, dated '«~—  and risk assessment concerning
this observation, refer to Exhibit #M97 Page and Exhibit #M97 Pages ——7respectively.

OBSERVATION 5: Investigator Jerndal followed up on this observation.

Corrective and preventive actions have not been verified or validated to ensure that the action
is effective and does not adversely affect the finished device.

Specifically, between ">~ and"™ -7 _~—~  complaints accounting for
devices were confirmed for adhesion problems at the IUP tip/tubing junction resulting in
device failure. There is no evidence that any corrective and preventive action has been
documented or implemented for these complaints. Reduction in the number of complaints is
not an adequate verification or validation that a corrective and preventive action is effective.
Further, these complaints relate to the tip/tubing gluing process, which has not been validated;
therefore, there is no assurance that corrective and preventive action has been addressed in
retraining.

Written by Investigator Jerndal. See the firm’s response to the previous 483, Exhibit 110,
Obscrvation 5. That section contains a cover memo describing the rationale why no CAPA was
open for this issue. It also contains a copy of Quality Assurance Procedure _ /" Revision &
dated L “Customer Complaint System.” Also attached is copy of Utah Medical’s Risk
Assessment Processre: (7t S form complaints dated & Also
attached is a memo describing results of an IUP Complaint Evaluation with tables showing the
number of complaints for the failure mode in question. A copy of this same risk assessment process
was collected during the inspection and is attached here as Exhibit R119. The first page is a copy of
a Risk Managemcnt Plan document dated | ) - \/\/ WhICh states that P e WL
- N~ N . s s T ) i
- /r Y \\ e \/ .

OBSERVATION 6: Investigator Wilkins followed up on this observation.
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An MDR report was not submitted within 30 days of receiving or otherwise becoming aware of
information that reasonably suggests that a marketed device has malfunctioned and would be
likely to cause or contribute to a death or serious injury if the malfunction were to recur.

Specifically,

A. A MedWatch report was made by a user facility on UTMD complaint ——— for
failure of a Finesse Electrosurgical Unit (ESU-110) while in use (lot 112140, serial
number -——~——~__" The failure occurred during a LEEP procedure in which two cuts
had been made and the tissue could not be fully excised without the patient being
moved to an adjacent medical facility for surgery to complete the procedure. As of
3/10/03, UTMD had not filed an MDR report for this incident which was reported on
4/15/02 and received by UTMD on — ..* .~

B. A MedWatch report was made by a user facility on UTMD complaint ————— fora
broken wire on a Letz Loop Electrode (lot 112030) that was in use on a patient during a
LEEP procedure. Examination of the device by UTMD found the device to be melted
and charred on the depth gauge and that the wire had broken at the depth gauge on
both sides. The broken wire was not recovered during the procedure. As of 3/10/03,
UTMD had not filed an MDR report for this incident which was reported on 3/21/02
and received, along with the device, by UTMD on '

CORRECTION

Written by Investigator Wilkins.

During the inspection, I, Investigator Wilkins, reviewed 28 complaint records. I verified that the
investigations and MDR assessments were complete and documented for all the complaints
reviewed.

In addition, I reviewed the fivé files that were reported as Medical Device Reports and two files in
which the company received a MedWatch report but were not reported as MDRs, refer to Exhibit
#MO98 Page 1 and Exhibit #M98 Page 2, respectively.

The MDR records were reviewed in detail with Mr, Comwell and he provided user instructions,
labeling, and brochures related to the use of the product. He explained the company’s investigation
results for each of the MDR’s reported. In addition, I reviewed the results and assessments made by
the Clinical Review Board.
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A review of the MDR files determined that one MDR was filed 4 days after the reporting
requirement of 30 days for Complaint/MDR #AA030093, refer to Exhibit #M4. The complaint was
received on April 29, 2003 and the MDR was reported on 06/02/03, which 1s approximately four
days after the 30 day reporting requirement, refer to Exhibit #M4 Page~" and Page =

[ informed Mr. Cornwell that the MDR was reported late and explained that the reporting
requirement 1s 30 days from the day in which the firm was made aware of the event. Mr. Cornwell
stated their initial assessment, based on the information provided at the time, indicated that the event
was not reportable. I responded that the complaint was received on 04/29/03 from ERBE and that a
representative of the company was also informed of the event by C TN

;L= refer to Exhibit #M4 Page:  ~—~_-"\- - The company made their initial assessment for
MDR reporting on* ,——""" Mr. Comwell stated they received additional information from the
doctoron £ and reassessed the event to report a MDR, so the 30 day reporting requirement
should begin on ~"L--"/ I explained that the reporting requirement indicates that a MDR must be
filed within 30 days of becoming aware of the event and that their own records indicate that attempts
to contact «+ -~ _ were not initiated until I £~ " | refer to Exhibit #M4 Page "«

R -~ stated that if company obtains additional information that
suggests an event should be reported, the days counted towards the reporting requirement of 30 days
begins when the new information is received. Iresponded that the 30 day reporting requirement
begins when the company is made aware of the event and that it is the firm’s responsibility to initiate
efforts to obtain the informationguch as calling the physician involved in the case. The physician
reported the incident on’ v but the company did not attempt to contact the physician until

L, refer to Exhibit #M4 Page 2. I explained that this was an issue that could be an
observation placed on the FDA-483.

Mr. Cornwell stated they filed a MDR as soon as they obtained additional information. 1 explained
that by waiting until &L~ to contact the reporting physician contributed to their delay in making
an assessment.

Later on in the inspection period, I explained that the item would not be placed on the FDA-483
form, but it would be reported as an issue discussed with management. All other MDR’s were
submitted within the 30 day reporting requirement.

The two complaint records, in which a MedWatch form was received, were reviewed. The company
conducted investigations and documented their rationale for not reporting the events. One
MedWatch form was for a product not manufactured by Utah Medical.

For the specific records reviewed during this inspection, Medical Device Reports were filed, when
necessary, and if a MDR was not submitted, the firm documented the results of the investigation and
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rationale.

In addition, the company provided a memorandum, dated 10/03/03, in response to this observation,
refer to Exhibit #M99.

OBSERVATION 7: Investigators Medina (E, F), Wilkins (A, B), and Jerndal (C, D, G)
followed up on this observation.

Appropriate procedures have not been documented and followed for controlling
environmental conditions.

Specifically,
A. L A Rev »Microbial Bioburden Testing of Devices is unclear, in that it,
1. does not state the required frequency of bioburden testing;
2. 1t does not state what actions to take when the “Results” show T
/ o w N N T T
L L/’ = (/ ;s and,
3. lacks information on testing of caps, ports, and inner lumens of devices.
CORRECTION:

Written by Investigator Wilkins.

An observation related to procedure | i~ Revision v Microbial Bioburden Testing of
Devices, was identified and cited during the 2003 inspection because the procedure does not define
the required frequency for bioburden testing.

On 02/08/04, a rcview of the current procedure titled “Microbial Bioburden Testing of Devices”,
Document No.  (~—_~. Revision”, Revision Date «— | revealed that it was the same
revision as cited in the observation, refer to Exhibit #M100. The Microbial Bioburden Testing of
Devices procedure, Revision” does not define the frequency of bioburden testing or reference
another procedurc. Although not referenced, during the review of the sterilization process, I also
reviewed the Environmental Control and Monitoring procedure, Document No. ¢\, —~—
Revision /, Revision Date  “~—~_which defines the frequency of bioburden testing, refer to
Exhibit #M 101 Pages ™

145 0f 209
PURGED



Establishment Inspection Report FEI: 1718873
Utah Medical Products, Inc El Start: 02/02/2004
Midvale, UT 84047-1048 El End: 03/03/2004

A review of the revision history for the Environmental Control and Monitoring procedure revealed

that under Change Proposal (ECR Number) No. « L/\/‘—'Rewsxor ~Revision Datec~" \_~
procedure was TN R s s T N T TN fer

to Exhibit #M 101 deC \/The testing frequencles were defined and included for the ‘Environmental
Control and Monitoring procedure, Document No. L~ A5 TRevision”” Revision Date « %727

The previous inspection also identified an obscrvation in which the Microbial Bioburden Testing of
Devices procedure, Revisionv” did not define or instruct on what actions must be taken when the
bioburden results include spreaders, with a notation indicating the count is considered a minimum
estimate due to swarming of certain colonies on the membrane.

During this inspection, Revision /of the Microbial Bioburden Testing of Devices procedure was
still in effect, refer to Exhibit #M100. A review of the Microbial Bioburden Testing of Devices and
Environmental Control and Monitoring procedures revealed that the procedures do not define and
instruct on how to interpret or handle results, which are identified as spreaders, for the bioburden
population count on devices received from the contract testing laboratory.

When asl\ed, e —stated they accept the results from the Contract Laboratory when

v \— 77T~ Herecommended I discuss the issue with I e e
N~ " requested the Contract Laboratory’s procedure addressing

how the counts are reported when the plates include spreaders. ,.—__ obtained the procedure
form (-~ __ - provided Chapter 3, Aerobic Plate Count, from the FDA
Bacteriological Analytical Manual (BAM), 8™ Edition (Revision A)/1998, which the contract
laboratory uses to indicate the level of microorganisms in a product, refer to Exhibit #M102. The
section titled Spreaders, Section C.3, describes spreaders as follows:

The acronym listed above refers to the Aerobic Plate Count. Section D, of the procedure titled
Computing and Recording Counts, includes instructions under subsection D.4 to report all plates
with sprcaders as SPR.
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On 02/12/04, a meeting was held with  L—""~_ -~ ~___ . ~™~__ >~ Tz u.ﬁ‘\'
LT g ey e T~ TN T>——— 7 7Ben Shirley, v
and myself, Investigator Wilkins. When asked, ( ¢~ “Indicated that

when a count of the bioburden population is reportcd on a plate that contains spreaders, it is because
the Contract Laboratory Analyst believes the data and count to be an accurate representation. ¢~

— "\ explained that as a whole he feels the data is valid, but that they may not have done a good
job in characterizing the spreaders in their documentation. t~———-stated they now document in
more detail the nature of the spreader and areas covered.  «—""stated when spreaders occur the
counts provided are an estimate and their new (revised) procedures alert the customer and
recommend that they identify spreaders that are genus/species specific, re-sample, and retest any
results obtained from plates containing spreaders. When asked, ] (- confirmed that the

N procedure was revised with the information provided during this meeting. 1

asked - ~—~~"what recommendations he would provide to Utah Medical if the bioburden count
results were reported as estumates to Utah Medical due to spreaders. He responded that he would
recommend that they re-samiple and retest the product.

Next, I asked Mr. Shirley if Utah Medical intended to modify their procedure to include instructions
to re-sample and retest when they received results that identified spreaders on the plates. Mr. Shirley
indicated he would consider the need for modifying Utah Medical’s procedure.

On two occasions we had follow-up discussions on the issue. I stated the observation concerning the
procedure not instructing on how to handle results obtained from plates containing spreaders would
be recited as an observation, because their procedure was not modified to instruct on the need to re-
sample and retest product when bioburden count results are estimated from plates that contain
spreaders. Mr. Shirley indicated that it should not be cited as an observation because  £—~_~
L~ had modified their procedure and were only recommending to retest. He stated it was
not required to re-test the product and the results from spreaders were valid. Mr. Shirley also alleged
that | was misinterpreting and misrepresenting 7-—__\——comments. My response was that | was
not misinterpreting or misrepresenting - »"_s comments. To place the issue into context,
explained the reporting requirements outlined in the BAM procedure provided by ¢~7.—"—Mr.
Shirley indicated they intended to modify their procedure to include instructions to retest when
spreaders occur, but did not agree that it should be repeated as an observation cited on the FDA-483.

On 02/26/04, 1 informed Mr. Shirley and Mr. Cornwell that I would not include the issue as an
obscrvation, because a review of my notes documented that (- L——"\_—~lad modified their
procedure to recommend retesting prior to the initiation of this inspection. I also stated that the
observation would not be repcated on the condition that Utah Medical proceeded with the revision of
their procedure, because the procedure needed to indicate how results including spreaders would be
handled at Utah Medical Products, Inc

Later, Mr. Shirley provided the revised procedure, Microbial Bioburden Testing of Devices,
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Revision v~ Revision Date  (-—~__~ /hich included the following modification:

\ \ . - L
\ \ S \ ,,-//
} . ’ g 7

| \ .

L_ \\__ o . L
In addition, I reviewed the results of all the microbial bioburden testing of devices that were
performed after  \—___~— All of the results for the product bioburden counts were reported
as actual results and did not include any estimates based on spreaders.

Another observation cited during the previous inspection identified that the Microbial Bioburden
Testing of Devices, Revision L, lacked information on testing of caps, ports, and inner lumens of
devices.

On 02/12/04, 1 discussed this issue with "\ __ — He stated that the
method and testing were described for each customer on Work Instructions, which are stored on their
computer database.  *——Tprovided the following Work Instructions:

/ N R - /\ 7 - /7

The Work Instructions include the specific methods used and instructions. For example, the Work
Instruction sheet for the &\ "“TUP product describes the Test Method as follows, refer to
Exhibit #M104:

T

¥
\
(\\

e
i}
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In addition to following the Bioburden procedure, Document No """ Date .-

the ~\L~"-"_"" Work Instructions provide the information on the test method and

instructions on the testing of caps, ports, and inner lumens of devices, refer to Exhibit #107 and
L~_~"~—0nfirmed that the Work

Exhibit #'s 104-100, respectively. This issue is resolved a¢
Instructions have been approved and were in place prior to the previous inspection

The three observations within this section are either corrected or resolved based on additional
information provided by Utah Medical Products, Inc. and ——~——~—ou _———

B. o~ » Rev ./ and the current ~~ """ - Tjtled, Bioburden, signed by
Jolin R. Smith does not specify which extraction method is to be used. <~ out of
v"\1 bioburden tests reviewed — L——""- revealed the extraction method was

- "~ ———~_ but this method has not been standardized and

controlled in the procedure.

CORRECTION

s procedure, Document No.+ ~ %7777 Revision

o = B e
(.-

Written by Investigator Wilkins.

Tlns observation was cited because Utah Medical’s
dnd’thc L———" < Bioburden procedure, Document No.
- \//.\ docs not specify which extraction method is to be used and/or the method has

\
not been standardized and controlled in the procedure
~——~—"Bioburden procedure,

Prior to meeting with v~ " 7 Ireviewed the (- ==
Document No. |~~~ Date / ——0n 02/12/04, 1 discussed this issuc with ™~
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T ,
testing were described for each customer on Work Instructions, which are stored on their computer
Lo~ provided the following Work Instructions

In addition to the procedure, he stated that the method and

database.

//\ e
Oy

The Work Instructions include the specific methods used and instructions. For example, the Work
Instruction sheet for the ~ _——"[UP product describes the Test Method as follows, refer to

Exhibit #M104:

-~ _~._ ,Date (A—37and Work Instructions

The Bioburden procedure, Document No.
provide information on the standardized test methods and mstructlons on the testing and are

controlled, refer to Exhibit #107 and Exhibit #’s 104-106, respectively. This issue is resolved as
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L=~ nfirmed that the Work Instructions have been approved and were in effect prior to the
previous inspection.

C. Procedure, ~_~_~_Environmental Control and Monitoring, is inadequate
because,
1. there is no justification for not sampling water at the extruder when a previous
test report “L— dated ("~ found U (I
and,
2. it does not include a diagram of the compressed air system identifying points of

use and justification for why there is only one sampling point.

Written by Investigator Jerndal. See this firm’s response to the prior 483 Exhibit
L.10, Observation 7C.

D. Extruder procedures lf,/_k;, Rev. " Extrusion Set-up 7 Extrusion
Running Procedure and  .——~—_~_- Extrusion Cleaning are inadequate due to
the following observations made during extrusion moldingo ~——""

1. the upper cooling tray that tubing passes through had tan floating debris in it;
2. the lower cooling tray was uncovered, rusty, and had a film coating it. This

water is recirculated for cooling tubing passing through the upper cooling tray;
3. the water control float had an empty cleaning bottle taped to it; and,

the take off conveyor was cracked with dark areas within the eracks.

Written by Investigator Jerndal. See the firm’s response to the prior 483 Exhibit 110,
Observation 7D. The extrusion equipment was examined during this inspection. At
the time the equipment was not being operated. However, equipment appeared to be
cleancd and well maintained.

E. ™ T Yermanent Equipment Assembly and Servicing Guidelines states
that wrist straps or ankle straps must be used for Electrostatic Discharge control
(FESD) | . ‘ﬁ\
/ i s e
: ; ‘ p
/ P f //

/ ‘ /

v

1. on. ~the ESD continuous monitor used in association with the wrist strap
in the " room at the ,~_ vork station location was not visible to the operator,
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although the equipment was in use. On 3/6/03, the H Mat light was not visible;
and,

Written by Investigator Medina. This item was observed to have been corrected.
Exhibit L10 contains the firm’s response to the FDA-483 dated 3/12/03. Section 7E,
Page 300 contains information associated with the firm’s response to this issue. The
response indicates that the monitor was moved to a visible location on " L—This
was not able to be observed during this inspection due to lack of time.

on 3/6/03, the ESD continuous monitor in the ' V" room, at work station ~
beliind the _A" work station and closest to the room exit corridor, was
observed to be mounted below the table top such that an operator standing or
sitting at the work bench could not see the H Mat, L. Operator, or OK system
lights.

[

Written by Investigator Medina. This item was observed to have been corrected.
Exhibit L.10 contains the firm’s response to the FDA-483 dated 3/12/03. Section 7E,
Page 300 contains information associated with the firm’s response to this issue. The
response the lights at this station can be easily checked/viewed during use. This was
not able to be observed during this inspection due to lack of time.

F. Procedure _\~— ,Rev. V', Permanent Equipment Assembly and Servicing
Guidelines, Section —1, states that evidence of last ESD equipment qualification must
be at or near the work station}ualiﬁcation documentation was not observed at or
near any work station in the " room.

Written by Investigator Medina. This item was obsgrved to have been corrected. Exhibit
L117 is “TRAINING DOCUMENT” number ¢ L’“’,\—Revision l/,/dated "~ /L entitled
“PERMANENT EQUIPMENT ASSEMBLY AND SERVICICNG GUIDELINES”. Exhibit
L118 is the same procedure as mentioned above and is the current revision/ -~ dated . v~
and is attached for reference. Sectionv 1-Page ~) has been - L T

TN TN T TN TN T N R st
( " ~"""-No deficiencies were noted.
G. The Instrument Calibration Procedure, . - used by. ("t " calibration of the
laser micrometer used in extrusion, does not require the technician to denote on the
Certificate of Calibration which test method was used - | -~ T ST
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Written by Investigator Jerndal. See this firm’s response to the prior 483, Exhibit .10
Observation 7G. Exhibit R120 is a copy of the most recent Certification of Calibration for
the Zumbach Laser Mike ID #01125.

OBSERVATION 8: Investigator Jerndal followed up on this observation.

Process control procedures that describe any process controls necessary to ensure
conformance to specifications were not established.

Specifically,

There are inadequate process controls established for the water system as evidenced by the
following:

1. As of ,~—3, no blueprints or diagrams were available on the water system showing:
piping throughout the firm, valve locations, points of use, sampling points, -7~
mixing hookups, ¢ . [~V water storage tank, no incoming water
specification, and no extrusion water quality specifications.

2. There are no chlorine specifications and no mixing records for L~ . water.

A T Rev Vi dated #7 L-"~for Acceptability of Handwashing Water and v"1—

« ", Rev; 7 dated _¢ ", Acceptability of Handwashing Water show water samples
were only collected from (- | ——_ 1T ~"\_~"—"The test procedure
is inadequate in that, there are .- locations for cleanroom handwashing basins and
only -/ were sampled.

Written by Investigator Jerndal. See this firm’s response to the prior 483, Exhibit L.10,
Observation 8. Also see discussion under prior 483 Observations 8.2, 8.3 in this inspection
report.

OBSERVATION 9: Investigator Medina followed up on this observation.

Certain inspection, measuring, and test equipment is not suitable for its intended purposes or
capable of producing valid results.

Specifically, the Qualification of the (- \-"~"""Final Tester (used to perform final device
testingon (- "\~ N ™\ dated ;L Lol

a. does not include the use of devices with “known” defects to challenge the test
equipment's ability to detect said defects;
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does not define the acceptable value of standard deviations; and,

does not qualify the test equipment to test for “Electrical” defects, an attribute
that the tester is currently being used to evaluate.

Written by Investigator Medina. This itcm was observed to have becn corrected.
Exhibit L10 contains the firm’s response to the FDA-483 dated 3/12/03. Section 9,
Page 337 contains information associated with the firm’s response to this issue. A
summary is as follows:

a) Known Defects: If there is a leak between the catheter and tester, the tester
will not function. The test report and results included leak testing that
determined the tester is capable of maintaining a proper seal. The firm
determined that /\//'\V,/—\/ N — . N e T
_\_~ L~did not need to be conducted.

b) Acceptable standard deviation: The firm’s DMR states that the sensitivity
deviation on the final product can be between va/\-/\"\_v/ In
actual production, the firm tests to arange ;| ~ “——_—_—"
According to Mr. Shirley, this provides a safety margin of £~ "\ "\
The highest deviation listed within the £~ -7—festdatais 2"

AV

c) Electrical defects: Electrical defects are defined by the firm as “...if the
equipment recetves a value that is within specification, the unit is accepted. If
the value is outside the range, it is rejected. If the catheter returns no value it
is obvious that there is some ‘electrical defect’...

-

Exhibit L116 1s “TEST PROTOCOL” entitled “TEST PROTOCOL” entitled o
“QUALIFICATION OF  ~_~"\__FINAL TESTER”, number ;, ~—~ -~
Revision .~dated , - which describes the qualification of the final tester for

/ D ~ This qualification addressed the issues as folﬁlows:
P [ = T Y N
L/ e - ( - L L/ . el (-~

OBSERVATION 10: Investigators Wilkins and Jerndal followed up on this observation.

The device history record does not include complete acceptance records that demonstrate the
device is manufactured in accordance with the device master record.

Specifically,
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1. Complaint. ~_ - -~ "~ for the .—~—————_ device was received

for a customer complaint of a burning sensation. The complaint evaluation revealed
that the [ \_~_ >—7 measured on the unit was — “and the , —\ —

" )was ¢ %5 although the specification for bothis ,—__ . The complaint
was closed with the comments S B [ N —
C O T~ T~ T S~ “No further action required”. The

NCMR . associated with this returned unit and complaint indicates that the unit

was refurbished and returned to marketing stock. The DHR showed test results of.—~_ "
and v did not meet the DMR specification 08 ——72—~——""The DHR was
inadequate in that it did not contain documentation of refurbishing steps taken and
therefore, there is no assurance that the device met the requirements of the DMR.

2. IUP devices that do not contain a &~ ~——""Talve, and were manufactured between
L~ "\~ ™_~"\— were manufactured under a Request for
Deviation/Waiver, """ The D/W called for these devices to have the A~~~ of
- checked ———" >—""""he D/W does not state or refer to

any established acceptdnce criteria for this | {-~ check.

Written by Investigator Jerndal See current FDA-483 item number 7 and the Objectionable
Conditions section of this report.

CORRECTION

Written by Investigator Wilkins.

During the current inspection, all three of the investigators, Medina, Jerndal, and myself, reviewed
Device History Records. During the 2003 inspection, an observation was cited because some of the
device history rccords did not include complete acceptance records that demonstrate the device is
manufactured in accordance with the device master record.

During the current inspection, Investigator Medina, Investigator Jerndal, and myself (Investigator
Wilkins), reviewed Device History Records (DHR’s). I, Investigator Wilkins, reviewed the
sterilization process cycle records as part of the DHR review. The following sterilization cycle
processing records were reviewed:

STERILIZATION PROCESS CYCLE RECORDS (DHR’S)
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The sterilization cycle process/retort records identified and included documentation of the product
lot history numbers sterilized. During the review of the sterilization process cycle records
(process/retort records), I selected for review the lot history records identified below.

1, Investigator Wilkins, reviewed 29 DHR’s lot history records for various devices because they were
selected for review in relation to the sterilization cycle records instead of a specific device. The

following DHR’s were reviewed for devices manufactured between the period of t LN\
Ve
DEVICE HISTORY RECORDS
LOT NUMBER PRODUCT NUMBER PRODUCT NAME
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LOT NUMBER PRODUCT NUMBER - PRODUCT NAME

T'he sterilization cycle records (process/retort records) and related DHR’s reviewed during this
inspection included and documented the acceptance criteria.

OBSERVATION 11: Investigator Wilkins followed up on this observation.

PURGEL
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Procedures for verifying that design output meets design input were not complete.

Specifically,

A. Test Protocol, " "7 1 IUP| \/~—~~_ Test used to qualify the <¢——___~
[ e "\ \\ — - - TN i ‘L— "‘L_/ /_\/ ‘//\\

N N N T T compf\red to one another for

all devices tested. Therefore, the firm failed to have adequate procedures to ensure that

design outputs met the requirements of design inputs.

Written by Investigator Wilkins.

CORRECTION

The previous inspection included an observation indicating that the firm failed to have adequate
procedures to ensure that design outputs met the requirements of design inputs because Test
Protocol, /" \__—"\_~" “did not define what the acceptable pressure reading should be for the
functionality test, rather the measured values were compared to one another for all devices tested.

1, Investigator Wilkins, reviewed the IUP Functionality Test Protocol, Document No. « —~1L——
/N o) T ST, refer to Exhibit #M108. The Test Protocol, Document
L v " includes the following acceptance criteria for the “pressure test” cited under
this observation:

/ P e
’(’ = - //—j
/ i L ; ,,//
/ o e
e //

In addition, [ reviewed the Qualification ofthe A for [\ —""Test Report,

Document No. | " __ N e N refer to Exhibit #M86. The

Functlonallty section, Section \/ 5f the Test Report ~# describes the purpose of the
“pressure test” as follows: '
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The acceptance criterta for the “pressure test” is included under the Acceptance Criteria section,
Sectior "% of Test Report No.” /\~ and is defined as follows:

On 03/01/04, 1 discussed the Test Protocol No.”~ L~~~ and Test Report No. «~—+ with Mr.
Ben Shirley. When asked, he described the “pressure test” as an electrical function test and not a test
to measure the accuracy of the sensor. The test is performed to verify that fluids do not seep into the
device and affect the transducer. The acceptance criteria, as defined in the protocol and test report,
is appropriate for the intent of the test because if any fluids enter the device, the fluid would
immediately affect the transducer causing the erratic pressure readings.

Additional information provided by the company clarified the issue.

In response to the observation cited during the 2003 inspection, the company provided a
Memorandum, dated +~Vv~ for this observation, refer to Exhibit #M109.

B. Test Report, ( -~ e Qualification of the  ~~~—~—_— for: , .~
* 7~ ' . The TR functionality tests were performed according to - £~ & 7
' Nelther the TP nor the TR defines

1. which lots of finished product will be used in the qualification; or,

2. what the acceptable pressure reading should be for the functionality test; it only
states what the acceptable deviation value is from baseline.

Therefore, the firm failed to provide objective evidence that the design outputs met the
requirements of the design inputs.

CORRECTION

Written by Investigator Wilkins.
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An observation was cited during the 2003 inspection documenting that Test Protocol No. /"
i and Test Report1” ..~ did not rcference or identify the lot numbers of finished product
used in the qualification; or, what the acceptable pressure reading should be for the functionality test;
it only states what the acceptable deviation value is from baseline.

On 02/26-27/04 and 03/01-02/04, 1, Investigator Wilkins, reviewed the TUP ~ Y\ a——Tcst
Protocol, Document No.© L= N~ 7 > "and QUQllflLdthﬂ of the
A~~~ forio L Test Report Document No." (_, , — N e

A

T A cefer to Exhibit #M108 and Exhibit #M86, respectively.

i

The Quallﬁcatron ofthe \A~r——" for” r1/ [est Report, " T T

e “~documents that the product test samples were processed through three cthylene oxide
cycles and then placed in the environmental chamber for two weeks per procedure <
T //1 efer to Exhibit #M86 Page’ “\The current leak test, functionality test soak test,
and pull test werc performed on the product test samples, refer to Exhibit #M86 Pages

I reviewed and verified the raw data and records associated with Test Report L~>—~which
included the following:

e DHR Extra Process Work Order | " ~___ -~ \_~ "
e DHREPWO , "~ \_~ L—"refer to Exhibit #M87

¢ Sterilization Cyc(le Process/Retort (//\_\/k/\/’\/

e Sterilization Cycle Process/Retort | N N

e Sterilization Cycle Process/Retort 7 "\ _——"

The test samples were manufactured under _~"DHR lots, one for product test samples with the ~
N~ and - for the product test samples with the \ -~ and each DHR lot was

exposed to "~ \/\ szt T
Next, the product test samples were placed in the environmental chamber for «/’a/cr
procedure ", " oot " to Exhibit #M79. 1 verified data for the environmental

chamber by reviewing the Environmental Chamber Log.

In addition, 1 verified the raw data for the current test, 4~ functionality test, and pull test.
The raw data is maintained in Change Proposal =~ /. - .-— and the Appendices section,
Section /", of Test Report L7 - Nincludes a reference to | - (- refer to Exhibit #M88
and Exhibit #M88 Page \/ -espectively. '

Section /f the Test Report /v \~1 describes the following:
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) . — A

The raw data for the functionality test is located in - «——— | refer to Exhibit #M88 Page . The
results after the [ ~— worst case L~ \ " Were as follows:

/
{ LT -

| o -

! -
/ - -

7 . -
e
-

/w ) /7
f o ’
// e /
- /

Y

n

€%

The test results documented in Test Report No. /A 7 did not include failures after exposure to «
[ .\ 7 .7 intheenvironmental chamber, and ¢"\L—functionality test worst case
(//» v [\

On 03/01/04, 1 discussed the Test Protocol No. L ~~"3.and Test Report " L—"\_+with Mr.
Ben Shirley. When asked, he described the “pressure test” as an electrical function test and not a test
to measure the accuracy of the sensor. The test is performed to verify that fluids do not seep into the
device and affect the transducer. The acceptance criteria, as defined in the protocol and test report,
1s appropriate for the intent of the test because if any fluids enter the device, the fluid would
immediately affect the transducer causing the erratic pressure readings.

Although the Test Protocol and Test Report do not directly reference the DHR’s (lot numbers), the
company has the data and lots associated with the Test Report. 1 verified the lot histories and
sterilization cycle histories. [ explained to Mr. Shirley the importance of referencing and/or
documenting data related to any testing and/or validation because the information can then be
associated with the test protocol and test report.

The observation was also cited for the not defining the acceptable pressure readings for the
functionality tests and that it only states what the acceptable deviation value is from baseline. The
purposc of the test was to verify that fluid would not seep into the device during a worst case
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simulated use test. Based on the additional information obtained from the company, this observation
1s resolved.

In response to the observation cited during the 2003 inspection, the company provided a
Memorandum, dated V"\“~—"0r this observation, refer to Exhibit #M109.

OBSERVATION 12: Investigator Wilkins followed up on this observation.

Design validation did not ensure that devices conform to defined user/patient needs and
intended uses.

Specifically, while the firm has performed accelerated aging testing for devices, real time shelf
life testing has not been implemented to confirm the results of the accelerated aging testing.
Therefore, there is inadequate design validation to support the firin's intended use of a five
year expiration date specifically on (/" \"\_"L~ devices.

CORRECTION

Writlen by Investigator Wilkins.

I, Investigator Wilkins, inquired if the company followed any standards for packaging validation.
Mr. Shirley stated he would check with ™ ™« ~  ~_~_~"\——to verify if a packaging
standard is referenced or followed by the company. During my review of documents, I determined
the company follows the requirements of ISO 11607 — Packaging for Terminally Sterilized Medical
Devices, 1* Edition, 1997-02-15. The standard indicates that the real time packaging studies are
recommended, but not necessary if accelerated packaging studies were performed and documented.

A review of the firm’s 510(k)’s indicated that there was no requirement to conduct real time
packaging studies. The firm follows the ISO 11607 standard for terminally sterilized medical
devices and conducted accelerated aging studics to verify the shelf-life of the packaging materials
and products. The accelerated aging studies are supplemented by real time packaging studies to
verify the expiration date. :

I reviewed the Accelerated Aging and Package Integrity Test, Protocol No. ™"~ and Final

Report for Accelerated Aging and Package Integrity Test, Laboratory No. . 1 "0 verify the

accelerated aging tests conducted on packaging materials to evaluatc the barrier properties of the

packaging matcrials following a |, \ /) ccelerated aging period. The results indicate t‘h,at'at_hcf' '
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packaging materials demonstrate al™ V™ sterile barrier properties following an extreme bacterial
acrosol challenge after exposure to a ;~~t-accelerated aging.
¥

In addition, to verify functionality testing of a product after accelerated aging tests, I Icquestedﬂny
information related to the Real Time Packaging Integrity Test Report, " \V\_/S— U %

VO W efer to Exhibit #M75. A review of"l:est Report No. v/ % \/ovealed that
the Appendix scction referenced Change Proposal\/L/W refer to Exhibit #M75 Pages NS
A review of TN/ included the testing raw data from Test Report (\UN\_"\ A few sections
of \/ -~ were obtained, refer to Exhibit #M76.

Test Report AVANASE referenced the (quk\rosting procedure, refer to Exhibit #M75
Page ¥ lreviewed the  ~~— >’ "7 Document No. L~ which
outlines the pressure testing of packaging seals, refer to Exhibit #M77. In addition, the following
procedures referenced or followed during the execution of the Real Time Packaging Integrity Test
included the following:

TRV VY

\\ N L O

I requested the device history record (DHR) for the products manufactured for the testing described

in the Real Time Packaging Integrity Test Protocol and Report. Mr. Shirley provided DHR¢-2—""
VU™—"""" Areview of the information documented in DHR v\~ _ verified the
documentation was relevant to the test protocol and test report.

In addition, ” .~___ndicates the test articles were exposed to« L7 _~\_
and stored at ambient temperature and humldlty for \/"refer to Exhibit #M75 Page~/ A
review of the Process/Retort Cycle records &7 W\ S " referenced in DHR )N
e, revealed the test articles were exposed to (7 N N\ e

Since the company relies on accelerated aging tests to venfy the shelf-life of the product I decided

to verify the accelerated aging test data for the L T N~ The LA _—~—m

\_ N\ T —Qualification, Document No. t— L//L_,/——\\_/} -

includes the accelerated aging tests. for the product among other elements included in the testing,

refer to Exhibit #M78. Section -, titled Shelf Life Processing, of the s (e S
U/ \_Redesign Qualification Test Protocol, Document No. b requires the following

processing steps for the accelerated aging, refer to Exhibit #M78 Pago -
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) e - /’ ;/'/' //,.
d ,// 7 ,,// e
e - e -
,/' - d . // ’//
e
L

The Environmental and Accelerated Aging Tests procedure, Document No. "Ny

v S—">—uscribes and defines the environmental test parameters and accelerated
aging requirements, refer to Exhibit #M79.

The / 4 .9 1 1 7 7 Qualification Test Report, Document No. e~
S ST documents the results to quallfy the dimensional modifications

made to the device, A U N —refer to Exhibit #MSO

Change Proposal = (. ~_-" “as initiated to allow for D D N

for the product.

The Test Report No. -~ HL/""' L documents the following:

'
!
!

J -
J ,
/ - L e ,

[ reviewed the raw data beginning with the Extra Process Work Order _ -\ L1_~"
the ¢7“"" , product manufactured between =, "\~ ___Jrefer to Exhibit #M81. The
DHR 7/ -~ includes a notation that the product be returned to the " L— "

L—" 1L rcfer to Exhibit #M81 Page 7.

Next, I verified that the product was exposed to \/\J “o """ TIreviewed the
following sterilization process cycle records:
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The process/retort sterilization cycle records did not specifically reference the (/2/\/ but
engineering box containing the products ol ¢ L— - was labeled and identified with the cngineer
in charge of the product and dates. The engineer name and dates, identified with the engincer box
documented within the sterilization cycle records, provided the linkage to the product manufactured

under DHR = & | /™AL

Nex}, I reviewed the data related to the &L/ of environmental aging performed per procedure

V'L The Environmental Chamber Log revcaled that the product samples for #7" were
placed in the environmental chamber for [/ >etween the dates (7 "\~ The
product was placed in the environmental chamber for (" L-\inder the conditions described under
the Environmental andeccelerated Aging Tests procedure, Document No. |/ L—~ -efer to
Exhibit #M79 Page v

After reviewing the data for the environmental aging test, | reviewed the data for the accelerated
aging tests. The product samples were placed inanovenat {7 .-\~ L7 dimulate a ‘ava
shelf-life. The Oven Using Control Log documents that the product samples were placed in the oven

frOII“ 'L/\.//'/ "\._/‘ - \1/ '\/ . //\-// e

Once the review of the raw data associated with the shelf life processing tests was completed, I
reviewed the product 1nspect10n and test data as outlined in Section " Inspection and Testing
section, of the L\ \L-"\_~"\_\_->~ ualification Test Protocol, Document
No. VU™ efer to Exhibit #M78 Page

The ~ test was performed according to A~ ~—""and LN

procedure, Document No. | P e \_ 7~ \_—" he visual inspection
and V\- test data is included in Test Report No. (//\/ under the section titled “Final Qualification

Test Results L~ e~ AN N N RS S
N_-refer to Exhibit #M80 Pages L \—Fhe pull test results in Test Report ) /(//‘A nder

the section titled “Final Quahﬁcatlon Pull Test Results R S i 7

T~~~ ocumented that |_/samples from each group were

pulled at the s ~~—~~"— refer to Exhibit #M80 Pages . The pull test results were as
follows:

Tl D
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The Conclusion section, Section —- Hf the 1 Qualification,

Document No. ——— , concludes that the base plate is released for production and distribution as
qualified fo — - :

In addition, the raw data for the test results documented in Test Report No. “was reviewed to
ensure the data reflected the same information as summarized in the final report. The data was
verified. In order to verify the results of the pull test, I reviewed the i
Design Specification, Document No. — refer to Exhibit
#M82. The bonded connection strength specification listed under Section ~is defined as the

bond connection strength must not break or crack at less than I —= of force. The pull strength test
results in Test Report No. — demonstrate that the bond connection strength is greater than

refer to Exhibit #M80 Pages ——

As verified during this inspection and as noted in the 2003 observation, the company has conducted
accelerated aging tests for packaging. Based on further clarification, this observation has been
resolved. In addition, the company is currently conducting real time packaging tests.

As a response to the 2003 observation, the company provided a Memorandum, dated 02/13/04, refer
to Exhibit #M110.

OBSERVATION 13: Investigator Wilkins followed up on this observation.

Procedures were not established for the validation or verification of design changes before
their implementation.

Specifically,
1. The currently used Test Protocol,’ "\~ “—— " ——mnctionality Testing calls
for_ ——————— [

— to be completed periodically throughout a” period
_ The TP could not have been completed as written. The procedure is not
current in that - ~"is no longer being used and the TP does not address

the current

2. Test Report, ——————) for Qualification of the R
reports that functionality testing was done per ———— -However., —-
-calls for the devices to be — — R, S B Bl

e e———
e

R T

~while the TR states the devices are to be . FETRESERS
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~ —.. The firm did not follow their own
plocedure and the TP and the TR are in contradlctlon to one another.

CORRECTION

Wrilten by Investigator Wilkins.

An observation was cited during the 2003 inspection documenting that Test Protocol,
_ 77— Functionality Testing calls foo _ " ofdevicesanda i
0 be completed periodically throughout a ———
o but the TP could not have becn completed as written. Also, the procedure
‘1snot current in that  ——— 1s no longer being used and the TP does not address the
current

— —_——

On 02/26-27/04 and 03/01-02/04, 1, Investigator Wilkins, reviewed the ——Functionality Test
Protocol, Document No, ——————————— nd Qualification of the

e .
T _refer to Exhibit #M108 and Exhibit #M86, respectively.

A review of the protocol describes a testing method consisting of the following:

/ :
/, '/,' g S . - -
/;, A e i P
/ s A - -~
; Y ) 5

Sectior -~ »f the Test Protocol ——T—— ____________,instructsto perlodlcally remove the

units during the —  period and perform steps« -1 and, S
T e when the test is complete, refer to Exhibit #MIO‘) Page ~ 'Based on the

information contained in the protocol description, the test steps involving the  ————————

The company provided a Memorandum, dated —— explaining that the protocol was an
established protocol, which had a typographical error, refer to Exhibit #M111. On 02/26/04, Mr.
Ben Shirley explained the Test Protocol, Revision — document contained a typographical error and
should have instructed to “perform steps ———————_
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The company revised the Test Protocol No. "__ ¢7¥" L~ \_~~ under Change Proposal (CP)
/1 by modifying the following information in &\

2 T el —
/,// \J L ’ \> /// 7 ‘
' | " // //

/ ;o . S

Steps ———provide the same instructions as included in revision  of this test protocol:

£ = [

The rev1sed —Functionality Test Protocol, Document No.

corrects the typographical error by referencing the appropriate test sections to repeat, refer
to Exhibit #M112.

In addition, the observation cited during the 2003 inspection documented that Test Protocol
—— ‘describeda; e ____ nethod for the devices but Test Report No. =

documented — ——— —— e e ———

The observation described that the ﬁrm did not follow their own procedure and the TP and the TR
are in contradiction to one another.

A review of the Qualification of * —=+—=—7 3 Test Report, Document No.
et ___ocuments that the product test samples were
processed through e = : e

————aer procedure "“—--—”*—*\\refer to E‘(hlblt #MS() Page  The current — test,

____ functionality test soak test, and pull test were performed on the product test samples, refer to
Exhibit #M86 Pages ™

[ reviewed and verified the raw data and records associated with Test Report” ——  which
included the following:
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The test samples were manufactured under two DHR lots, one for product test samples with the s~
~~—""~ andone for the product test samples with the “~—  and each DHR lot was

exposed to

Next, the product test samples were placed in the environmental chamber for- _———— per
procedure —-, refer to Exhibit #M79. T verified data for the environmental

chamber by reviewing the Environmental Chamber Log.

In addition, I verified the raw data for the current v~ test, — r functionality test, and pull test.
The raw data is maintained in Change Proposal (CP) —— " and the Appendices section,
—— T T = includes areference to©  ——— | refer to Exhibit #M88

and Exhibit #M88 Pagé — respectively.

The test results documented in Test Report — —  did not include failures after ——____
—— functionality test worst case

conditions.

The company has Test Protocols that are used for numerous tests and studies. Inadvertently, the Test
Protocol was not revised when the company changed the sterilization method fron ~— ——___

, o The data and sterilization procedures in effect at the time document the method of
sterilization was — ~ The company has updated the test protocol to correct this issue,
refer to Exhibit #M112.

The revised—Functiomlity Test Protocol, Document No. ~ ——— _ -z A
~— , corrects the error by modifying the text to allow for the S
T efer to Exhibit #M112

In addition, the company provided a Memorandum, dated ——  explaining that the sterilization

method used for production was =~ —— so the protocol was modified to correct the

sterilization method by instructing to sterilize with the same method as used for the production runs,
refer to Exhibit #M111,
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OBSERVATION 14: Investigator Wilkins followed up on this observation.

The design was not validated using production units under actual or simulated use conditions.

Specifically, Test Protocol, —Qualification of a
_lo not evaluate shipping stresses on the new packaging after

accelerated aging.

CORRECTION

Written by Investigator Wilkins.

On 03/01/04, 1, Investigator Wilkins, reviewed the Qualification ofa’ — —

— Test Protocol, Document No. - - — «- and

Qualificationofa’™ ——————————____ est Report, Document No. 7 -
e refer to Exhibit #M113 and Exhibit #M 114,

The Physical Package Performance Testing (Shipping Test) section, Section ——of the Test
Protocol No. — instructs to perform the shipping test as follows:

On 03/01/03, the Test Protocol — and Test Report " were reviewed with
Mr. Shirley. Mr. Shirley stated the company conducts the shipping stress test right after product
sterilization to simulate their actual distribution process of sterilizing the product and then shipping
the product to customers.

170 of 209 PUP\GED



Establishment Inspection Keport FEIL: 1718873

Utah Medical Products, Inc EI Start: 02/02/2004

Midvale, UT 84047-1048 El End: 03/03/2004

[n addition, I verified the data and results documented in the Qualification of a ————
+ Test Report, Document No. , refer to

Exhibit #M114. The following data, records, and results were reviewed to verify the results
summarized in the Test Report

The raw data for the accelerated aging and shelf-life results are maintained in the Design History
File (DHF). The company has the testing data available for review. After discussion with the
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company and additional information provided, the issue 1s resolved as it is not necessary to perform
the accelerated aging prior to performing the shipping tests. The firm’s rationale is that the shipping
tests they performed simulate their routine practices of shipping the product after it has been
sterilized.

On 02/23/04, the company provided a memorandum, dated 02/13/04, in response to the observation
cited in 2003, refer to Exhibit #M120.

OBSERVATION 15: Investigator Jerndal followed up on this observation.

Appropriate design, construction, placement, and installation of manufacturing equipment
have not been ensured.

Specifically, on —— extrusion molding equipment was observed during operation with the
following equipment modifications for use:

1. tape was observed at the exit of the upper water tray, around the back of the extrusion
nozzle;
2. plastic tubing was attached to the lead-in side of the , and

extrusion tubing was running over and in direct contact with the straw; and,

3. tape was used to attach extensions to the side guards on the take off conveyor where
tubing exits the cutter onto the conveyor belt.

Written by Investigator Jerndal. See this firm’s response to the prior 483, Exhibit L10,
Observation 15. The extrusion molding equipment was not observed operational during this
inspection, however, it did appear to be clean and well-maintained.

OBSERVATION 16: Investigators Medina (C, D, E), Wilkins (B), and Jerndal (A) followed
up on this observation.

Schedules for the adjustment, cleaning, and other maintenance of equipment were not
established and implemented.

Specifically,

A. There is no preventative maintenance plan for, nor documentation of, preventative
maintenance being performed for the ——————————"used to measure
tubing diameter on the extrusion line, although the instruction manual for the
equipment calls for cleaning the windows ——————————  [he
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equipment was observed in use on 3/4/03.

Written by Investigator Jerndal. See this firm’s response to the prior 483, Exhibit L 10,
Observation 16, RE: 16A. According to Mr. Shirlev, the extrusion/injection molding
manufacturing area is maintained as a class . controlled environment and that their
environmental monitoring typically achicves class —— outcomes. The molding
manufacturing area was examined only when the extrusion molding was not underway,
however, a number of injection molding operations were in progress. The general
manufacturing area appeared to be clean and orderly, and there was no visible dust or fumes
observed.

B. The schedule for preventative maintenance of the Packaging machine used in
packaging IUP devices, was not complete in that it did not identify, specifically, all the
areas of the equipment that require maintenance according to the equipment operator's
manual. The PM does not refer to the operator's manual.

Correction

Written by Investigator Wilkins.

This observation has been corrected. 1, Investigator Wilkins, reviewed the ——————

—————————— packaging machine, —m™——— and verified the
preventive maintenance schedule included all the required maintenance activities. In addition, the
quarterly preventive maintenance records were reviewed and all the necessary maintenance activities
were performed, refer to Exhibit #M121 and Exhibit

for; o

#M122, respectively.

On 02/23/04, the company provided a Memorandum, dated 02/17/04, to us in response to this
observation cited in 2003, refer to Exhibit #M123.

C. The schedule for preventative maintenance of the Static Control Mats used in

— . . v —

1. is not specific as to the areas of the mats that are calibrated;

Written by Investigator Medina. This item was observed to have been corrected. Mr.
Shirley stated that the ESD mats are calibrated per the manufacturer’s
recommendations found as Exhibit L119 ~—
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Figure— indicates the surface groundable points on the ESD installed surface.

Exhibit L120 1s “CHANGE PROPOSAL” numbe «————————————in which

the description of the change 1s to change
—  The CP.

2. which specific mats are tested on each quarterly PM;

Written by Investigator Medina., This item was observed to have been corrected.
Exhibit L121 is a preventive maintenance (PM) work order for static control mats

! ——————— This document indicates that static control mats have -—— PM
performed on them. Mr. Shirley stated that according to this PM indicates that all
mats are to be tested —— _  therefore, there is no need for the firm to specify
which ESD mats should be tested.

3. does not define that a surface inspection of the mat should be conducted;
although, mats observed in the xere found to
have burns, nicks, cuts and holes in the ESD mat surface; and,

Written by Investigator Medina. This item was observed to have been corrected. Mr.
Shirley stated that ESD mats are utilized within the production area and normal
surface wear is expected. Additionally, he stated that preventive maintenance is
conducted upon the mats on a quarterly basis to ensure that the mats are performing
according to the established specifications. No visual appearance specification exists
for the ESD mats currently being utilized by the firm.

4. PM work order __ " —ioes not indicate that the PM was completed
although the work order was signed and closed by —

Written by Investigator Medina. This item was observed to have been corrected. The
PM - was corrected in and is found within the firm’s
responsc to the previous FDA-483 (Exhibit L10, Page 398). Exhibit L121 is a
representative example of a preventive maintenance (PM) work order dated .—————
for static control mats. No deficiencies were noted.

D. Procedure _ equires tacky mats located at
various room entrances to be changed daily and whenever necessary. On ~~————and
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— tacky mats were observed to be dirty, outside of cleanrooms and/or inside the
room. There is no documentation that the tacky mats are being changed daily or
whenever necessary as required by the procedure.

Written by Investigator Medina. This item was obscrved to have been corrected. Procedure
number is found within the firm’s response to the
previous FDA-483 (Exhibit L10, Section 16A-E, Pages 400 - 409). Section— of'this
procedure addresses the maintenance of tacky mats at the entrances of rooms on a——_ jasis.
The firm contends that the procedure does not require that the changing of tacky mats be
documented. During several visits to the production areas, the tacky mats were observed to
be clean and appeared to have been changed routinely.

. Cleaning Log for Production Areas, Manufacturing———  ‘as not completed
for the - ~ , per - Housekeeping.

Written by Investigator Medina. This item was observed to have been corrected. Procedure

number e ____1s found within the firm’s response to the
previous FDA-483 (Exhibit L10, Section 16A-E, Pages4 @——m7—ouuo_ =
states that —— - —— " © Exhibit
L122 are the ——-Cleaning log for Production areas, Manufacturing = -———

which document these —- cleaning activities between
— . No deficiencies were noted.

OBSERVATION 17: Investigator Jerndal followed up on this observation.

There is incomplete documentation of the equipment identification for measurement
equipment.

Specifically, the — ., Certificate of Calibration, test No. - for calibration
of the ~————— 'nuse on the extruder, contained the incorrect equipment ID No.
—— " yand the incorrect model number

Written by Investigator Jerndal. See this firm’s response to the prior 483, Exhibit L10 Observation

17. Exhibit R120 is a copy of the most recent Certification of Calibration for the —————
' .

OBSERVATION 18: Investigator Medina followed up on this observation.
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Documents were not reviewed and approved by the individual designated in document control
procedures.

Specifically, an untitled document being used for calibration of the ESD system, which begins
as ——————————— ~-, has not been made part of the
controlled document system by review and approval.

Written by Investigator Medina. During a review of procedures, records, documentation, and data
which occurred during this inspection, no evidence was observed to support that these
aforementioned documents were not reviewed and approved by the individual designated in
document control procedures.

OBSERVATION 19: Investigator Medina followed up on this observation.

Quality audits did not verify that the quality system is effective in fulfilling your quality system
objectives.

Specifically, Procedure, -—— ~is not adequate to describe how the audit
plan is to be developed to ensure effective coverage oi objectives. There is inadequate
description of how to develop the audit plan. For example, the Corrective and Preventive
Action System audit examined one CAR, - and a product recall——m———
This would not be enough information to determine the effectiveness of the firm's ability to
meet all of the requirements of the corrective and preventive action system.

Written by Investigator Medina. This item was observed to have been corrected. Several
procedures associated with internal audits have been revised since the previous inspection. A
summary 1s as follows:

"EXHIBIT i . INTERNAL AUDIT DOCUMENT .
L123 IR
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FORM?”
L128 INTERNAL AUDIT PLAN assigned audit of “Corrective &

Preventive Action”; Page v addresses numerous quality records
reviewed including CARs (corrective action requests/reports).

EXHIBITS AND SAMPLES COLLECTED
Written by Investigator Medina.

One documentary sample (DOC 68796) was collected to document the manufacturing, ——————
sterilization, and interstate shipment of a finished IUP medical device and associated deviations from
the Quality System Regulation. A Memo to accompany DOC 68796 was prepared by Investigator
Michael Goga to further document interstate commerce.

INVESTIGATOR LORI A. MEDINA EXHIBITS:

Exhibit L1: Daily inspectional summaries were audio tape recorded as Mr. Cornwell
requested to tape record these meetings. The FDA copies of these tape
recorded meetings is found as Exhibit L1 (attached to the original EIR only)

Exhibit L2: UTMD current 2004 registration with FDA as a medical device manufacturer,
contract manufacturer, specifications developer, repacker/relabeler, and initial
distributor

Exhibit L3: A current organizational chart (no individual names are included within this

chart as Ben Shirley, Quality Manager, stated that it is against the firm’s
policy to provide individual names of firm employees).

Exhibit L4: A current QUALITY MANUAL.
Exhibit L5: A current floor plan of the facility.
Exhibit L6: Certificate of Registration of Quality System to [SO 13485:1996 under

CMDCAS and LS EN ISO 9001:19%4. . —mmm ™ =~

—+provided said certification; Certificate Number- Registration
Date -——=; Remains valid untiy, —————

Exhibit L7: Attachment 1 to Certificate number —which includes thc scope and date
of the audit (
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Exhibit L8: Certificate of Registration of Quality System to 1.S. EN ISO 13485:2000

Exhibit L9:

Exhibit L10:

Exhibit L11:

Exhibit L12:

Exhibit L13:

(based on and including 1SO 9001:1994). - e T T T T
———provided said certification; Certificate Number
Registration Date  —— ; Remains valid until

2002 UTMD Annual Report

The firm’s response to the previous FDA-483 (dated 3/12/03) which was
drafted, compiled, and provided to the current Investigator team during the
current EI on 2/23/04. Exhibit L.10a is the firm’s cover letter dated 4/11/03
sent to the FDA Denver District Office from Mr. Cornwell in response to the
FDA-483 issued to the firm on 3/12/03.

Representative promotional materials were obtained during the current
inspection and a summary is as follows: LABOR AND DELIVERY:
Reducing Maternal and Fetal Mortality which contains information
associated with the device lines as follows: TUP-400; TUP-450; [UP-500;
TUP-550; IUP-600; IUP-650; IUP-700; IUP-750; Vacuum-assisted deliver
(disposable silicone bell-shaped cups; manual vacuum pumps; reusable
silicone bell-shaped cups; disposable polyethylene bell-shaped cups;
disposable mushroom-shaped cups); Cordguard; Arom-Cot; Muc-X; Fetal
Monitoring Supplies (fluid-filled [UPC; toco belts; fetal scalp electrodes; and
fetal monitoring chart paper.

Representative promotional materials were obtained during the current
inspection and a summary is as follows: NEONATAL AND PEDIATRIC
INTENSIVE CARE which contains information associated with the device
lines as follows: Umbili-Cath (complete umbilical catheter family); Picc-Nate
(peripherally inserted central catheter); catheterization tray (general procedure
tray); nutri-cath (silicone long-term enteral feeding catheter); hemo-nate (18
micron filtration system); disposa-hood (disposable infant respiratory hood);
Uri-Cath (closed urinary drainage system for the neonatal/pediatric patient);
Dialy-Nate (neonatal/pediatric disposable peritoneal dialysis set); Pala-Nate
(silicone orotracheal protection device for neonates); Myelo-Nate
(neonatal/pediatric CSF sampling set); Thora-Cath (silicon chest drainage
catheter); and Deltran-Plus (closed needleless arterial blood collection
system).

Representative promotional materials were obtained during the current
inspection and a summary is as follows: DELTRAN which contains
information associated with the device lines as follows: Deltran IV (complete
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Exhibit L14:

Exhibit L15:

Exhibit L16:

Exhibit L17:

pressure transducer system); Deltran I (pressure transducer); Accessories and
Kits (Delta-Flow — waveform accuracy; The Organizer; monitoring kits;
Delta-Cal system verification); and Deltran-Plus (needleless arterial blood
collection system).

Representative promotional materials were obtained during the current
inspection and a summary s as follows: GYNECOLOGY PRODUCTS
CATALOGUE which contains information associated with the device lines
as follows: gynecology electrodes (letz/UtahLoop and conization); specialty
electrodes (optimicro needle; epitome scalpel; and external lesion);
electrosurgical generators (Finesse and Finesse II); smoke evacuation
(Filtresse and smoke evacuation wand); filtration kits; electrosurgery
accessories (filter pack; footswitches; internal filters; dispersive pads;
electrosurgery pens; and fuses); ES/GYN instruments (lateral vaginal
retractor; speculum; tenaculum; forceps; and specula — Graves; Collin;
Pederson; Weisman-Graves; and disposable); endometrium assessment; and
other gynecology products.

Representative promotional materials were obtained during the current
inspection and a summary is as follows: ELECTROSURGERY
PRODUCTS CATALOGUE which contains information associated with the
device lines as follows: gynecology electrodes (Safe-T-Gauge and Tungsten
Wire); C-Letz Conization electrode; Letz electrodes; specialty electrodes
(Utah Optimicro Needle; External Lesion; and Epitome); electrosurgical
generators (Finesse and Finesse II); smoke evacuation (Filtresse; smoke
evacuation wand; and smoke evacuation filters); electrosurgery accessories
(filters; internal filters; dispersive pads; footswitches; fuses; and
electrosurgery pens); Electrosurgical instruments (Graves speculum; Collin
speculum; Schroeder tenaculum; Pederson speculum; disposable speculum;
Kogan Endocervical speculum; Graves Wide view speculum; Weisman-
Graves speculum; lateral vaginal retractor); and Four-Way Vaginal
Expanders.

Procedure entitled “LOT NUMBER FORMAT?”, Revision — dated
which dcfines the format to be utilized in the Lot Number System at the firm.

“MOLDING SET-UP SHEET” for machine number e
s — SETUP SHEET ———-
Rev. — This is a representative cxample of an injection molding
operational set-up sheet which includes processing equipment parameters.
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Exhibit L18: FORM SPECIFICATION number” =™ RUN SHEET-MOLDING;

Revision —, dated —~—  The “RUN SHEET” (Page— documents the
processing information (but not limited to) as follows:

Exhibit L.19: TRAINING DOCUMENT number ——entitled “INJECTION
MOLDING PROCESS SET-UP AND PRODUCING PART”, Revision ~
dated ——  Contains injection molding process set-up instructions (Page

—; producing parts (Page 7; and completing injection molding work orders
(Page - Section ™ tates to I
Section —— states i

/ BN N S e

N

Exhibit 1.20: “Cont101 Chaxt for Varlables” for Part number R e

Ty e " ,Revision, ~ Contains control
llmlts for Mean and Range (LCL and UCL). Addmonally, a sampling plan is
spemﬁed for a sampling interval of - and a sample size of -~ "

Exhibit L21: “Attribute Inspection Form” for Part number _———
W —— Revision-. Contains visual
mspectlon defect descr1pt10ns for flash, incorrect luer taper, short shot, and
others. Additionally, a sampling plan is specified for a sampling interval of—
" “and a sample size P ).

Exhibit 1.22: Work order number -
—— — ™ )was observed in which the
T was tested via use of a — These
measurements are recorded on the “Control Chart for Variables” for Part -
number - o o —

“During this inspection, physical sample testing
-

Exhibit L.23: WORK ORDER ...o2277-  , including WORK ORDER
TRAVELER (Pages —; RUN SHEET (Page— MOLDING PARAMETER
CHART (actual equipment processing parameters under which the parts were
manufactured) — Page —-and Control Chart for Variables and Attribute
Inspection Forms for processing which occurred between —————— (Pages

JU——
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Exhibit L24:

Exhibit L24a:

Exhibit L25:

Exhibit L27:

Exhibit L28:

Exhibit 1.29:

Exhibit L30:

Exhibit L31:

WORK ORDER including WORK ORDER
TRAVELER (pages . RUN SHEET (Page —, MOLDING PARAMETER
CHART (actual equipment processing parameters under which the parts were
manufactured) - Page 7~MOLDING SET-UP SHEET (established set-up
specifications) ~ Page-—and Control Chart for Variables and Attribute
Inspection Forms for processing which occurred ——

dated.—— which addresses the description of change as

D —— " - There 1s no reference
to the UCL SPC limit being exceeded and there is no documecnted approval of
these parts of being acceptable to have been processed above the established
UCL.

WORK ORDER including WORK ORDER
TRAVELER (copy unreadable except for part label and total quantity; best
possible copy obtained) — Pages —, RUN SHEET (Page—,; MOLDING
PARAMETER CHART (actual equipment processing parameters under
which the parts were manufactured) — Page —MOLDING SET-UP SHEET
(established set-up specifications) — Page~ ; Control Chart for Variables and

Attribute Inspection Forms for processing which occurred
— IN-PROCESS MOLD MAINTENANCE (Pages —-

Several pages from an instruction manual for the

Utah Medical Molding Machines, Materials, Equipment, Information Sheet
dated - 7 which includes a listing of the 1t —— molding machines
which are present at the firm (Pages — A listing of injection molded parts
(via part numbers); a description of the part; the mold number; and the
machine(s) on which the part is manufactured (Page —

In-house molded parts dated —— via part number and part description
(Pages — Indented Bill of Material for ———— (Page™) and ——
~——  (Page—-devices dated - part number and description.

MANUFACTURING PROCEDURE number —— entitled
“MANUFACTURING LINE CLEARANCE”; Revision —dated ______

QUALITY ASSURANCE PROCEDURE number ————entitled “FIRST
ARTICLE INSPECTION?; Revision™; dated « =
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Exhibit L32: QUALITY ASSURANCE PROCEDURE number - entitled

“INJECTION MOLDED PARTS”; Revision .~

Exhibit L.33: TRAINING DOCUMENT number — entitled “MOLDING
EQUIPMENT START-UP AND SHUT-DOWN PROCEDURES”; Revision

- dated ~—m—__

Exhibit [.34: TRAINING DOCUMENT number = . entitled “MOLDING
MATERIAL HANDLING”; Revision _- dated -

Exhibit 1.35: TRAINING DOCUMENT number —  entitled “REGRIND
PROCEDURES™: Revision—, dated ———

Exhibit L36: TRAINING DOCUMENT number  — /" entitled “INJECTION MOLD
INSTALLATION AND REMOVAL”; Revision—; dated

Exhibit L37: TRAINING DOCUMENT number _——>%ntitled “MOLDING

DEPARTMENT MOLDED PART HANDLING”; Revision— , dated . — -

Exhibit 1.38: REQUEST FOR DEVIATION/WAIVER dated —  number —  for
s

part is manufactured into the —— device line.

Exhibit L39: REQUEST FOR DEVIATION/WAIVER dated —— ; number—-
/ ’v //w //// L/;’/V
./ e :,// .. _'.-// . s
(/ ’ This part is manufactured into

the —device line.

Exhibit L40: REQUEST FOR DEVIATION/WAIVER dated —; number —

This part is manufactured into the

~——device line.

Exhibit L41: RETURN GOODS AUTHORIZATION number (NCMR number
— )dated —— . Partnumber ~—— T\ “failed testing”
and was scrapped. ThlS part is manufactured into the device line. No
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Exhibit L42:

Exhibit L43:

Exhibit L44:

Exhibit L45:

Exhibit L46:

Exhibit L47:

Exhibit L48:

investigation upon the “failed testing” was conducted prior to this lot of
injection molded parts being scrapped.

Nonconforming Material Report number -~ dated = — associated with
' Y R
/ e _ L_// (_//

Nonconforming Material Report number ... dated -— associated with

Nonconforming Material Report number .— dated ,——-  associated with

O N

Material drying process includes a — dry time at a temperature of
“”’\_/’/r/v——‘\_//—\‘r__\_—__ .

L
. . . - —_—-\“\—».
The actual instructions, as found on the BOQ, statg . . ~
— -

The material - - — specification sheet entitled  ~_————
— . Page states _———u

—_—

- )

— ~ Ben Shirley, Quality Manager, stated
that the firm has not conducted a qualification upon this material and no
additional drying information is contained within a design history file. This
material specification sheet is the guide by which the firm processes the
material utilized in the injection molding equipment.

A representative example of additional specification information associated
with this material. Page -—additionally states (Section —— paragraph —
— T T e — — T -\M—\‘ -

A representative example of the dehumidifying dryer ——m————
" that the firm utilizes to dry the material which contains unit
specification, preparation for operation, and maintenance and inspection

e
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Exhibit L49: A TRAINING DOCUMENT entitled “MATERIAL DRYER CLEANING

Exhibit L50:

Exhibit 1.51:

Exhibit L52:

Exhibit L53:

Exhibit L54:

“TEST REPORT, ~

AND START UP”, ——— , Revision ~“dated -~ Page«, Section
—' states . T —

o

A document entitled Final Desiun
Review Minutes” dated = This document addresses

associated with the =———process.

“TEST PROTOCOL - QUALIFICATION,
“—— 7 document number —— , Revision—. dated :

~document number ———-Revision —, dated —
" b

Parts were injection molded for this protocol under “EXTRA PROCESS
WORK ORDER (EPWO)” for
e JIr. Shirley stated that these parts were

molded for —— [ stated that these parts were molded prior to the
approval of the “TEST PROTOCOL —— -
_— = ”_document number -, Revision __—

dated ——-

Page- 1s the Bill ofMaterials - BOM (Procedure:  ~—j;dated ———
for part number ~

—-——— Pages — 1s the Bill of Operations — BOO (Procedure:
; dated ———— for part number —rre __ — 0 —
e Mr. Shirley stated that this is the BOM and

BOO associated with the processing of the above mentioned parts in
assocmtlon with “TEST PROTOCOL e

———" document number  -—— , Revision .—
dated —— There is no documentatlon or data to support that the
_— process was conducted per -——"  The test report states that

the
were.—  processing parameters and it is not specified the number of parts
that were processed under each parameter nor the number of parts which were
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tested for cracks before and after the = ——""Pprocess.

Exhibit L55: ~_ PROCESS/RETORT NUMBER — dated A
SUBMISSION FORM (Process/Retort number —— - dated  —— ) which
specifies that — “Engineering Test Box for is to be sterilized.

Ben Shirley, Quality Manager, stated that this “test box” contains the injected
molded parts wlnch are part of the ¢

- — -, document number

~ , Revision— dated. — I stated that there 1s no clear delineation
between the injection molded parts which are contained within this study and
these parts which are being sterilized. Mr. Shirley agreed.

Exhibit L56: The ——————____  FINALTESTREPORT: ——— 7~
- -STERILITY TEST; LABORATORY NO. Page
—— indicates that this laboratory number ( —— 1dentifies the sample taken
from process number " "This documents the sterility of this batch of
parts.

Exhibit L57: ~— ) PROCESS/RETORT NUMBEF —— - dated ———
SUBMISSION FORM (Process/Retort number —— dated 1 ———vhich
specifies that ¢ —— “Engineering Test Box for - 1s to be sterilized.
Ben Shirley, Quality Manager, again stated that this “test box™ contains the
injected molded parts which are part of the —————
— . e . document number —-
—— Revision —dated ! - I stated that there is no clear delineation
between the injection molded parts which are contained within this study and
these parts which are being sterilized. Mr. Shirley agreed.

Exhibit 1.58: The —————————__ FINAL TEST REPORT: ' D

- —+STERILITY TEST; LABORATORY NO. .7 . Page
—indicates that this laboratory number ——  Jidentifies the sample taken

from process number —-—-This documents the sterility of this batch of
parts.

Exhibit 1.59: ~——PROCESS/RETORT NUMBER . —dated - ___ .. A
SUBMISSION FORM (Process/Retort number - dated which
specifies that — “Engineering Test Box for ™ ” is to be sterilized.

Ben Shirley, Quality Manager, stated that this “test box™ contains the injected
molded parts which are part of the

7document number -
—, Revision— dated '~ “I'stated that there is no clear delineation
between the injection molded parts which are contained within this study and
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these parts which are being sterilized. Mr. Shirley agreed.

Exhibit L60: The — FINAL TEST REPORT: - .

STERILITY TEST; LABORATORY NO. - Page

—-indicates that this laboratory number— identifies the sample taken
from process number . This documents the sterility of this batch of

parts.

Exhibit L61: A TRAINING DOCUMENT procedure entitled “ENVIRONMENTAL AND
ACCELERATED AGING TEST”; procedure number Rev1510n —
dated ——  Page—Section —— states that

/
/
L
Exhibit L62: Mr. Shirley provided when he was asked to provide documentation that the

environmental cycle was conducted in accordance with the test protocol. This
exhibit is a page from the “Environmental Cycle Log” and the entry that Mr.
Shirley identified as the one associated with this experimental test is dated
——— _ The product is identified as . ———————————_and the
estimated date out is documented as ——___I stated that ——————isa
total of - exposure to the environmental chamber and the protocol
(Exhibit LSl Pa ge—~, Section— indicates that the cycle is approved for
—_— ——  ” Therefore, this
environmental cycle was not conducted in accordance with the established
protocol.

Exhibit L63: Manufacturing procedure -~ entitled “HEAT ANNEALING
PROCEDURE?”, Rev.—, dated — ° Section: , Page—states to

~ P PR

(section — The annealing process
qualification associated with injection molded part —
" ~) is not complete in that data/documentation does

not exist associated with the qualification/validation study associated with the
annealing oven.

Exhibit L64: The current annealmg proceduxe which is currentlv being utilized during

— Manufacturing procedure
—————entitled “HEAT ANNEALING PROCEDURE” Rev. —dated
The annealing oven operational parameters are the same as
mentioned above and found within the procedure within section —. Page—__
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Exhibit L6S5: Promotional material page from an industrial bench oven catalog entitled

“THE GRIEVE CORPORATION INDUSTRIAL AND LABORATORY
OVENS AND FURNACES” which provides a description for the ™™™
— oven which is currently being utilized by the firm to anneal injection
molded parts. Mr. Shirley provided this information and indicated that it is
associated with the annealing oven which is currently being utilized by the

firm.
Exhibit L.06: Drawing/Number— -, Rev. —, dated ) entitled T
, : drawing and part
specifications (dimensions).
Exhibit L67: Bill of Materials; Procedure number ' dated ———Ffor —

. Part number;
revision, quantity, references, ECO No. which specifies the material needed to
manufacture this part.

Exhibit L68-L79: “Certificate of Calibration” from
_——Instrument Data Report; and Preventive Maintenance
documents. A representative example of injection molding equipment
“Certificates of Calibration” and Preventive Maintenance on machine
numbers as follows: —

Exhibit L80: NCMR number —datec : - ,
-, which states that the description is ————._
— ” A hand

s

written statement (dated '—=—~indicates that.

[~ o 4
- There is no scientific documentation or data to support this decision to
use as 1s.
Exhibit L81: A “REQUEST FOR DEVIATION/WAIVER”, document number —

dated——— . The lot numbers associated with this document are — —
—: The description of the deviation/waiver (block —1is stated as
— . o . . -
—~—_ " There is no scientific documentation or data to support this
decision to use as is.
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Exhibit L82: “Revision—entitled “STATISTICAL PROCESS CONTROL

Exhibit [L83:

Exhibit L84:

Exhibit L8S5:

Exhibit L86:

Exhibit L87:

Exhibit 1.88:

Exhibit L89:

Exhibit LY0:

Exhibit 1L.91:

CHART PROCEDURE IFOR MOLDING” dated -

—Section ..
(Page ~ states to i _

T o™ N

e,

~ ‘Page'—,”Section-——’ any point is =

e

Revision (the previous version) of Exhibit L82 dated-— and is included
within this report as reference.

A “CHANGE PROPOSAL” number dated - 1 which the
description of change is to. —
- ~The reason for the change states
At the beginning of this inspection, the ——— had not
_——————— lper this Change Proposal. Release dated ——, changed

CHANGE PROPOSAL number C———eerrected version on document;
revision was not changed when the document was; Release dated "——

Data utilized by the firm to.. t; calculated using data
from work orders as follows: -
_/——"— w———
. -~ 27 ST AT MOAS D 7 e ——T
!  Work order numbers found on top of sheet; ————

“Steps for Constructing X Bar — R Charts” which contains the formula for
calculate —Taccording to Ben Shirley); —————___

CHANGE PROPOSAL number

initial release of < —

\._—’———
Release date ——— dated —

The {firm’s current Software Validation Plan dated —————

The "~ dated”
Drawing entitled —— , drawing
number —  dated —
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Exhibit L92:

Exhibit L93:

Exhibit L94:

Exhibit LY5:

Exhibit L.96:

Exhibit L97:

Exhibit L98:

Exhibit L99:

Exhibit L100-L112:

Exhibit L113:

MOLDING SET-UP SHEET —Document Number— — Revisjon
— for Part Number — .

BOO (Bill of Operation); Process number —— - dated —
(the date of printing). Mr. Shirley stated that this has ____———-.

QUALITY ASSURANCE PROCEDURE number ™ ~ entitled
“MOLDING AND EXTRUSION INSPECTION PROCEDURE™;
Revision— dated :

QUALITY ASSURANCE PROCEDURE number -

entitle¢ ——-——— - Revision
— dated " T
“TEST PROTOCOL” number ——— | Revision— dated —

entitled “SWITCHING STATUS CODES” which describes the test
procedure for qualifying Inspection Switching Status Inquiry and the
switching status subroutine of Direct Results.

“TEST REPORT” number —— ~Revision— , dated "7
entitled “VALIDATION OF SWITCHING STATUS CODES” which
states that the raw data i1s attached to ——The conclusion of
this test report states that - -

/ T U W L 7

C- L. " C P [~

“CHANGE PROPOSAL” number

“CHANGE PROPOSAL” number ,dated: —————

—

—————————which were changed within CP —

“TEST PROTOCOL” number " —— | Revisiqr_l -~dated —————-

entitted T T

—— U =g

- which describes the qualification process
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Exhibit 1.114:

Exhibit L115:

Exhibit L1 16:

Exhibit L117:

Exhibit L118:

Exhibit L119:

Exhibit L120:

“TEST REPORT” number ~Revision— dated? -

entitted” ———————

that”

/ / ’/ pd 7
S e
(// // / - .

“SOFTWARE SPECIFICATION” number- ~ . Revision =
dated — which describes the specifications of the software used
for the purpose of operating the ~———

“TEST PROTOCOL” entitled — A —
""" number “Revision —;-dated

— which describes the qualification of the final tester for -

- . This qualification addressed the issues as

follows:  .—v——"""" o

e

EBIBESSN e
SIS

“TRAINING DOCUMENT” number .= , Revision—dated
— entitled “PERMANENT EQUIPMENT ASSEMBLY AND
SERVICICNG GUIDELINES”.

Current revision of Exhibit L117 (Revision — ) dated —— and is
attached for reference. Section_ Page ~—has been ———

L/’ A_///\L/A//W TN 4/

deficiencies were noted.

—_—

— OPERATOR’S MANUAL

—-. Page — Sectior ———

“CHANGE PROPOSAL” number -—tated . “—1n which the
description of the change is to change r
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~———————— . The CP
S _
— ' " he reason for

Exhibit L121;

Exhibit L122:

Exhibit L123:

Exhibit L124:

Exhibit L125:

Exhibit L126:

Exhibit L127:

Exhibit L128:

change states that -

A preventive maintenance (PM) work order for static control mats
(dated >, This document indicates that static control mats
have: ___— PM performed on them. Mr. Shirley stated that
according to this PM indicates that all mats are to be tested —————
therefore, there is no need for the firm to specify which ESD mats
should be tested.

The “Daily Cleaning log for Production areas, Manufacturing

— "(Form — Rev. ™) which document these.——cleaning
R .‘-_'_—_____________-a——-—"—"'
activities between . ]

QUALITY ASSURANCE PROCEDURE number m—H—
Revision™; dated ———=entitled “INTERNAL AUDIT
PROCEDURE”.

P
-y

FORM SPECIFICATION number- 5 Revision— dated -
entitled “INTERNAL AUDIT SCHEDULES”.

FORM SPECIFICATION number — ; Revision ; dated
entitled “INTERNAL AUDIT MRB REVIEW RECORD”.

FORM SPECIFICATION number * ——; Revision —, dated -
entitled “INTERNAL AUDIT CORRECTIVE ACTION RECORD”.

—

FORM SPECIFICATION number -—; Revision— dated ———-
entitled “INTERNAL AUDIT PLAN AND AUDIT REPORT
FORM™.

INTERNAL AUDIT PLAN assigned audit of “Corrective &
Preventive Action”; Page—addresses numerous quality records
reviewed including CARs (corrective action requests/reports).

INVESTIGATOR MONICA J. WILKINS EXHIBITS:
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M1: Softwarc Validation Plan, Date— ; Software Development, Validation and

M2:
M3:

M4:
MS5:
MoG:
MT7:

. Revision.—Date© —— | Sofiware

Documentation, Document No.
Validation Plan Schedule

——Validation Test Protocol, Document No. Revision Draft

Memorandum 2003 FDA-483 Response File, Date 02/13/04 and Software Validation Plan,
Date ‘

Complaint Numbei

N r MRB Review, -
Utah Medical Product, Inc. - CAPA " ————————""——""TAR Log
Deviation/Walver Log - and — Deviation/Waiver Log

Utah Medical Product NCMR Log, dates ————u

Corrective and Preventive Action (CAPA) procedure, Document No. = - ~Revision

Revision Date " ——————-
Review of Utah Medical Quality System,
"MRB Review on " oo
"MRB Review on
Custom Failure Codes

Complaint Number
Complaint Number
Complaint Number
Complaint Number
Complaint Number
Complaint Number
Complaint Number
Complaint Number

Complaint Number .
Complaint Number
Complaint Number
Complaint Number

Customer Complaint System, Document No. —, Revisior —; Revision Date

_/“——d—'\

t

Customer Complaint Investigation, Document No. ——""" Revision ~ Revision Date

Post Distribution Monitoring, Document No. _-— Revision ..— Revision Date
it

Corrective Action, CA No. —~ Originator Date———
192 0£209

ol :TJCITT‘




Establishment Inspection Report FEL 1718873

Utah Medical Products, Inc El Start: 02/02/2004

Midvale, UT 84047-1048 EI End: 03/03/2004

M30: Summary of Complaint Evaluations, from date -

M31: Complaint Number -, Received Date -

M32: — Comparative Resistance Study Map o

M33: —-Comparative Resistance Study, Protocol No. , Issue Date
—

M34; ——————"_ " Final Report —-, Comparative Resistance Study,
Laboratory No ——— | Report Date (  ———

M35: = ‘Comparative Resistance Study, Protocol No.

— Issue Date - —_

M36: ——— T, Final Report __————~Comparative Resistance Study,
Laboratory No. “eport Date t~~———

M37 — Comparative Resistance Study, Protocol No. ' , Issue Date

M38: —, Final Report _omparative Resistance Study,
Laboratory No. __ 1 Report Date

M39: _—— Comparative Resistance Study, Protocol No. ! ~Issue Date

o

M40: 5 —Comparative Resistance Study, Laboratory No.
——, Report Date——————

M41: —— sComparative Resistance Study, Protocol No. --Issue
Date — —

M42: . , Final Report—""""""— Comparative Resistance Study,
Laboratory No. - Leport Date

M43: - Comparative Resistance Study, Protocol No. —-, Issue
Date ! —m—

Md44: ., Final Report Comparative Resistance Study, Laboratory No.

-, Report Date .

M45:  Deltran Technology For Critical Care product brochure/catalog, Part Number—"" Revision
Date - —

M4é6: : . Memorandum, Date | - ——_ forthe
Comparative Resistance Studies

M47: — - —- Master Record, Facility Description,
T T — T Date " ——
Revision =~

M48: , ] J -~ . Validation, Protocol No.’ -
Issue Date —  Pages — Completed ——— ——Validation Test Protocol
Final Report, Document No. 77 __ _Revisior, —; Date == for validation
completed on . Pages Final Report — " Comparative Resistance
Study, Laboratory No. Report Date t——Pages—————- .

M49:  Test Protocol — Test Protocol, Document No. " - ——————
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Revision—Datg —— , Pages —and, Completed ~———— Validation Test

MS50:

MS58:

MS59:

Mo60:

Mo61:

Mo62:

MG63:

Mo64:

MO65:

Mo66:

" Approval Date (

Protocol Results, Document No. ” s, Pages —

Few documents obtamed from the —=
T and——— ~Completion Approval Date
— (refer to Exhibit #49)

Test Protocol, Document No. ——————Revision—-
Date.——"""

Product Density Test Protocol, Document No. -, Revision—; Revision Date

Product Density Test Report, Document No. T——— | Revision  Revision Date v—
e —

_ Test Protocol, Document No. —————__

— Revisiom—-Revision Date

; ——__Test Report, Document No. Revision
—Revision Date -
est Protocol, Document No.

Revision —~Revision Date T

— o« er et was s waaes muwe Lest Report, Document No. =, Revision
—; Rev151on Date ———-———*md a few documents obtained from the validation binders
containing the data

Revalidation Test Protocol, Document No. Revision —Revision
Date ———
Revalidation Test Report, Document No. ", . Revision.—, and a few
documents obtained from the validation binders containing the data
. ] Utah Medical Products Revalidation

Assessment for - Protoco] No. ™™ | Date ..—————
Approval Date ————and a few documents obtained from the valldatlon binders
containing the data

— ——Revalidation Assessment Test Protocol, Document No.

Revision —Revision Date

— Revalidation Assessment Test Report “Document
No. ., Revision , Revision Date — and a few documents obtamed from the
validation bmdcrs conlammg the data

Rcvalldatlon Assessment S— ;> Test Report, Document No.
——=, Revision  Approval Date —-and a few documents obtained from the
validation binders containing the data

Comparative Resistance Study, Protocol No. —— 77—

- Comparative Resistance Study, Laboratory No Report
Date —_

Change Proposal (CP) ' , Date ————
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M67: —-~Sterilization Load Preparation procedure, Document No. " -—— = - Revisior =7~
Revision = ..

Mo68:  Sterilization Cycle Process/Retort — | Date ———— -

M69: Memorandum 2003 FDA-483 Response File, Date 02/13/04, Subject: Observation 1C

M70: Real Time Packaging Integrity Test Protocol, Document No. —— Revision —-—-
Revision Date

M71: Real Time Packaging Integrity Test Protocol, Document No. ’ - Revision™ |~
Revision Date =™

M72: Utah Mcdical Products, Inc. Quality Manual, Revision—;-Revision Date ( — B

M73: Manufacturing Process Qualification and Validation, Document No. — —-Revision -—~—
Revision Date ——

M74: Sterile Packaging Design, Document No, —-  Revisionr—; Revision Date +————__

M?75: Real Time Packaging Integrity Test Report, Document No. — —-Revision ——Revision
Date——"""""

M76: Change Proposal (CP) No. ——- [ Datet™  , which includes the data for Test Report
No.— ___

M77: Pouch or Tray Seal Testing, Document No. ~— Revision—Revision Date »————..

M78: _———— T ——————  Qualification Test Protocol, Document No.
. ,Revision— Revision Date ~_ N

M79: Environmental and Accelerated Aging Tests procedure, Document No. -———  Revision

Revision Date —

M8O: " Qualification Test Report, Document No. _
Revision—-, Revision Date -

MS81: Extra Process Work Order (EPWO) Lot No. - )
_ I — Date'! —

MS82 - System Design Specification, Document No. -Revision——"~
Revision Date ———— :

M83: Qualification of . Test Report, Document No. —
Revision—-Revision Date ——————

M84: Qualification of Intran Plus For A Second ETO Cycle Test Report, Document No.
Revision — Revision Date  —_

MS&5: - w - procedure, Document No. —
Revision , Revision Date

MS86: Qualification of the- - - I'est Report, Document No. _ -
Revision Revision Date '

M87: Extra Process Work Order (EPWO), — ™ Date

M88: Change Proposal (CP) ¢ “Date ——n

e
M89. — T Master Record (DMR), Document No. -

Revision , Revision Date —
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MO0: ——-—— Residuals Testing Test Protocol, Document No." —— , Revisior .———
Revision Date  ——

MO1: . T Residual Test Results Test Report, Document No. -

Rev151on ——’Rev1s10n Date' ——
M92: Final Report Sterilant _- M---——‘—Ti\'#aboratory No. Report Date
MO3: ~ T ———Test Results Test Report, Document No. " —

Revision— Revision Date (  —

M94: Document Distribution System Test Protocol, Document No." -—Revision——-

Revision Date

M95: Document Distribution System Software Definition, Document No.
Revision Date

~Revision __..

M96: Document Distribution System Validation Test Report, Document No. = Revision
__Revision Date ~—————

M97: Memorandum, dated -~ Subject: Observation 4 and Risk Management/Risk
Assessment Plan, T Intran Catheter Brittleness

M98: UTMD MDR Reports — listing (Page~— ind MedWatch reports received by UTMD (Page——

M99: Memorandum, dated

M100: Microbial Bioburden Testing of Devices procedure, Document No. —
Revision Date

, Subject: Observation 6

——  Revisior —-

M101: Environmental Control and Monitoring procedure, Document No. . —— | Revisiot———
Revision Date

M102: Chapter 3. Aerobic Plate Count, FDA Bacteriological Analytical Manual, 8" Edition
(Revision A)/1998

M103: Microbial Bioburden Testing of Devices, Document No. ———-  Revision—, Revision
Date - =

Mio4: Bioburden Testing Technique Form, ;

M105: ——————""_""" Bioburden Testing Technique Form, -~

M106: —————"———————Bioburden Testing Technique Form, -

M107: Bioburden procedure, . ———"""""77—"_ SOP Executive Summary, Change Control
Number — " ,ocument No. "’ ~, Date ——--

M108: [UP Functionality Test Protocol, Document No. " —— ~Revision—Revision Date

e

|
M109: 2003 FDA-483 Response File Memorandum, date 02/17/04, Addendum, RE: Item 11
M110: 2003 FDA-483 Response File Memorandum, date 02/13/04, Addendum,’RE: Ttem 12
M111: 2003 FDA-483 Response File Memorandum, date 02/13/04, Addendum, RE: Item 13

M112: [UP Functionality Test Protocol, Document No.——————— Revision— Revision Date
,\—_’__,.———_"—\

M113: Qualification of a

. Test Protocol, Document No
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Revision—- Revision Datet —

M114: Qualification of a - T Test Report, Document No. "
Revision —Revision Date —_—

M115: Design History File, Directive for the Development of Products, Product Name —
" - Part Number ———, Date and examples of data

M116: " Testing procedure, Document No. ¢~ | Revision Revision Date
MIL7: ___  ————7—-._ Final Report - —
__,———-————‘—’”_ After—  Accelerated Aging, Laboratory No L
Report Date (
M118: —— " Final Report - ST
— T TAdter - Accelerated Aging, Laboratory No.

Report Date 1.

MI19:——""

~ Final Report Comparative Resistance Study, Laboratory No.
Report Date———————

M120: 2003 FDA-483 Response File Memorandum, date 02/13/04, Addendum, RE: Item 14

M121: Preventive Maintenance | - Packaging Machine, Work Order Completion
Date '*

M122: Preventive Maintenance ~Packaging Machine, Work Order , Completion
Date -

M123: 2003 FDA-483 Response File Memorandum, date 02/17/04, Addendum, RE: Item 16

M 124: Management Review of Quality System procedure, Document No. — Revision ™,
Revision Date -

M 125: Risk Management procedure, Document No. - “Revision  Revision Date
M126: Risk Analysis procedure, Document No. -, Revision . , Revision Date———"""

M127: Risk Assessment procedure, Document No. — | Revision ., Revision ————— =

M128: Sterilization procedure, Document No. -——— Revision I Revision Date ' ——

M129: Sterile Packaging Design procedure, Document No..———--Revision-— Revision Date
T T——

M130: Process Challenge Device (PCD) procedure, Document No.~————————, Revision Date

M131: ETO Sterilization Process procedure, Document No. ¢, Revision s —, Revision
Date —~

M132: Final Product and Subassembly Release procedure, Document No. — Revision.——
Revision Date k=——————_ :

——

INVESTIGATOR RALPH W. JERNDAL EXHIBITS:
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Establishment Inspection Keport FEIL: 1718873

Utah Medical Products, Inc El Start: 02/02/2004

Midvale, UT 84047-1048 El End: 03/03/2004

Exhibit R1: A list of the parts produced by extrusion molding at this facility, the highest
volume part produced is the Part - . LN
P T N i L~ “

Exhibit R2: Part? //*Tubing, UMP Extruded ———————-®eatheter body
component), parts, work order——, start date « —————

Exhibit R3: Part+  Tubing, UMP Extruded, — parts, work order #————, start
e

Exhibit R4: Parts Tubing, Dual Lumen (catheter body component for Fluid-Filled

- start date — -

[UP device), ——+units, work order #

units, work order

Exhibit R5: Part # Part #—, Introducer Polypropylene, -
—_ start date :

Exhibit R6: Change Proposal (CP) ~—————— submitted - introducec - This
CP affected the majority of procedures previously in place, directing the
extrusion process. Page—lists the documents affected and their revision
changes. The CP attaches copies of the previous, and the new, revisions of
the majority of the listed documents.

Exhibit R7: Manufacturing Procedure | — Revision—- dated ~ :
“Manufacturing Line Clearance” - this document directs the clearing of a
workstation or production line of materials, components, labels, and
documents to ensure there is no cross-contamination between difference work
orders.

Exhibit R8: Manufacturing Procedure — ‘ ‘Extruder
Equipment Setup” — this document describes the procedure for the extruder
equipment setup including reference to part specific setup sheets for
processing parameters to be used.

Exhibit RO: Form Specification — Extruder Run Sheet” —
extruder run sheet for recording selected processing parameters.

Exhibit R10: “Work-Order Bill” — describes the
process in which a work order is picked by staging and built by manufacturing
using the ~—— Jystem.
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Establishment Inspection Report FEL 1718873
Utah Medical Products, Inc El Start: 02/02/2004
Midvale, UT 84047-1048 EI End: 03/03/2004
Exhibit R11: ——"" " Revision —dated t ——— “Molding Material Handling” — this

Exhibit R12:

Exhibit R13:

Exhibit R14:

Exhibit R15:

Exhibit R16:

Exhibit R17:

Exhibit R18:

Exhibit R19:

document provides an outline for material handling, including component
mixing, i.e. resin and color concentrate.

— " Revision (—dated “Material Dryer Cleaning & Startup”
— this document describes the procedure for the resin dryer cleaning and
startup and cites the BOO as documenting the minimum time and temperature
specification. It also directs recording of this information on the BOO for
cach batch.

——Revision t—dated “Extruder String-up & Production” —
this procedure directs additional requirements for extruder setup and extrusion
molding production. This procedure directs introduction of material to be
extruded and establishing procedures to achieve process stabilization.

—, Revision — dated ™' .
directs the setup of the catheter body printing. It is performed in conjunction
with the catheter extrusion process.

—— , Revision— dated - N
I —describes the procedure for printing
labels for extrusion product batching boxes.

—Revision | dated — ‘Label Reconciliation and
Verification” — instructions for reconciling and verifying labels printed for
production,.

Form t—, Revision ] - —h
—————— " (Each of the other——parts produced by extrusion
molding has its own assigned attribute inspection form.).

— , Revision—-dated — Sstatistical Process Control Chart
Procedure For Molding” — this is a generic procedure defining this firm’s
statistical process control (so-called) practices for molding both injection and
extrusion. ‘ '

"7 Revision—-dated , - T

=this document describes the inspection procedures and criteria to be
used in the acceptance of the extruded dual lumen product.
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Establishment Inspection Keport FEL 1718873

Utah Medical Products, Inc EI Start: 02/02/2004
Midvale, UT 84047-1048 EI End: 03/03/2004
Exhibit R20: Drawing ——, Revision—dated

Exhibit R21:

Exhibit R22;

Exhibit R23:

Exhibit R24:

Exhibit R25:

Exhibit R26:

Exhibit R27:

Exhibit R28:

Exhibit R29:

Exhibit R30:

— ———— -thisis an example of an extruded part drawing, in this case,
the part _ Mr. Shirley supplied
this drawing with the indicated hand-drawn lines illustrating the particular
dimensions that are checked with the indicated instrument as listed on the
drawing.

I — . Revision — dated ———“Extruder Equipment Cleaning and
Shut Down” — this document describes the procedure for shutting down,
purging and cleaning the extruder following a production batch run.

‘Revision —date¢ ——408 ——— T 0————
- this general procedure defines criteria for final product and
subassembly inspection and release, including release of sterile products to
sterilization by Quality Assurance, release of sterile final product for
distribution, and —Table of Inspection Criteria and Method of Inspection
concerning review of work order device history record packets review.

Extruder setup sheet =, Revision —established under Change
Proposal (CP) ~——— dated —

An older extruder setup sheet start dated —— for part
— sz work order:

Engineering Drawing # -7, Revision —dated ¢

Engineering Drawing: -revision— dated ———0no_

Part 7 Bill of Operations (BOO), the currently applicable Revision -—-
dated + .

Part {__—BOO, Revisiom—dated s

Material Specification i—73, Revision .—dated ~ ~________ ——————
S ———

-Revision —dated .-

Matenial Specification
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Establishment Inspection Keport FEIL 1718873

Utah Medical Products, Inc EI Start: 02/02/2004
Midvale, UT 84047-1048 ET End: 03/03/2004
Exhibit R31: — 7", Revision.— .xtruder Setup Sheet, established as a formerly

Exhibit R32:

Exhibit R33:

Exhibit R34:

Exhibit R35:

Exhibit R36:

Exhibit R37:

Exhibit R38:

Exhibit R39:

Exhibit R40:

Exhibit R41:

Exhibit R42:

R

~dated —————————

controlled document under Change Proposal

N
—————— e

Engineering Drawing - -—— - Rewvision  dated ——————""""
Material Specification -—Revision—; dated
Material Specification Revision -—dated ! - —

™ o1
e

Change Proposal - -, date submitted, , date released, ———n__

This change proposal introduced changes to the

-~

Extruder Setup Sheet, , Revision ~—, Part : -
- (for the INTRAN Plus IUP device).

‘;\\

Extruder Setup Sheet ., Revision—, the ———wu—"

List of work orders completed since ~———_ up through ' ——_  for the
INTRAN Ptus TUP Device Final Assembly.

Manufacturing Procedure - , Revision -, dated

‘_—\\
Manufacturing grocedure | Revision - dated —————F———u-
( - : S
—
Manufacturing Procedure “, Revision__ dated T ——

Work Order— =~ Assembly ——— = startdate
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Establishment Inspection Report

FEIL: 1718873

Utah Medical Products, Inc El Start: 02/02/2004
Midvale, UT 84047-1048 El End: 03/03/2004
Exhibit R43: Work Order- ———————— start date.—————

Exhibit R44: Work Order v e _, start date "~ .

- Exhibit R45: Test protocol - Revision —fated _. = ;
Exhibit R46: Test report » Revision —; dated ~ ————— - -
e T T —

Exhibit R47: Memo dated «———————subject:

— that describes title and contents of
a variety of Legacy documents, miscellaneous materials, related to extrusion
molding and its equipment and its storage locations.

Exhibit R48: Engineering Change Request C/R - , date implemented - ————

— _ this documentation contains qualification work done of

Exhibit R49: Engineering Change Request C/R ;. . date implemented --———————v_

—_— . this document introduces dimensional
changes to the ..——part number for extrusion tubing, -
/ Y N,
/ - l - /ﬁ . ’/":_, / /_,
/ L (\//' - \// (//
N\ B _

Exhibit R50: Engineering Change Request C/R - -date implemented )
updates the build of materials and Bill of Operations with the —————__
and its ~—that 1s to replace the - ——==..inthe Part: ———
i

Exhibit R51: On Wednesday, 2/04, [ reviewed CAR  — originator/date - This
is the Corrective Action document presented for review at this time.

Exhibit R52: Complaint
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Establishment Inspection Report FEL: 1718873

Utah Medical Products, Inc EI Start: 02/02/2004

Midvale, UT 84047-1048 EI End: 03/03/2004

Exhibit RS3: On Saturday, 2/07, Ben Shirley supplied an updated version of Corrective
Action =~ . This is the Corrective Action document presented for review at
this time.

Exhibit R54: Material Specification . — Revision™ dated -

Exhibit R55: Manufacturing Procedure ! -, Revision— dated © ———— Pressure
Tubing Assembly, ———————

Exhibit R56: Manufacturing Procedure -, Revision —dated T

—_—_

Exhibit R57: Test Report © —— - Revision~—; dated - - ) —

B N

Exhibit R58: Test Protoco! - Revision—-dated ———*Female Luer
Connector Qualification, P/N - 7 This Test Protocol states, , —
/ “TN N ) T

L - N 7 Ut

Exhibit R59: Engineering drawing " revision ——
dated —.

Exhibit R60: Manufacturing Procedure Revision™ ., dated —————
This procedure directs this - vperatior{.

Exhibit RO 1: Engineering Change Request t———. dated — involves the change
from —————ou——  forthe _———— usedinthis

operation with a reason given as, —— 00—
: .7 Attached is the ——————orocedure Revision Change

~

from —

Exhibit R62: Bill of Materials for the ———————————"———ted

Exhibit R63: — Revision —dated —  This is
the final electrical testing and "~ " functional test for the . <~
P
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Establishment Inspection Report FEL 1718873

Utah Medical Products, Inc El Start: 02/02/2004
Midvale, UT 84047-1048 EI End: 03/03/2004
Exhibit Ro4: Manufacturing Procedure ] , Revisior— , dated T
Exhibit R6S5: Memo from —— , Dated ——— subject: —m 0

Exhibit R66:

Exhibit R67:

Exhibit R6S:

Exhibit R69:

Exhibit R70:

Exhibit R71:

Exhibit R72:

Exhibit R73:

Exhibit R74:

Exhibit R75:

Exhibit R76:

Exhibit R77:

Test Protocol 7 Revision —dated ——————— (This
protocol’s reported purpose on page —states, —.——

-

“Master Test Plan for1 ———— _ dated ~——u___

Lab book test data, dated — ‘pull test data on page

Test Protocol” revisiorn . , dated

) . - Tom T - [

Corrective/Preventive Action Request CAR #~——originator date ————___
copy supplied On Wednesday, 2/4/04.

Complaint

Complaint ' -

Complaint? - -

Complaint

CP:— dated entered. —— This change involved updating the
manufacturing procedure for this operation, - from Revision—.0
Revision ~—-adding an improved drawing illustrating the bonding areas, and
changing section b read, - Versus

—_  __’inthe old revision.

Operator training record dated - corrective action for CAR ——-

—

-notes as description of change:

CPt
’ _And reason for the

‘dated entered
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Establishment Inspection Keport FEI: 1718873

Utah Medical Products, Inc EI Start: 02/02/2004
Midvale, UT 84047-1048 ET End: 03/03/2004
change, " The bonding procedure " was revised

Exhibit R78:

Exhibit R79:

Exhibit R80:

Exhibit R81:

Exhibit R82:

Exhibit R83:

Exhibit R84:

Exhibit R85:

Exhibit R86:

Exhibit R87:

Exhibit R&88:

Exhibit R89:

Exhibit R90:

to the new and current Revision—-The detailed changes to the attached

———

marked-up copy are found under Sections !

Employee training record dated is attached, corrective action for CAR

T

Jrevision —dated TT—no

—3

Current manufacturing procedure

Test Report” — Revision —; dated

Test Protocol ), revision —-dated _.

Test Reporf —revision ;~ lated

List of ——— __ assemblies completed | through — .
subject of CAR —3, is apparently co-incident with the introduction of the new
assembly.

Change Procedure, CP number , approval date that introduces
the new, ~"\o~—"————into the " oroduction.

W/O: S

wor

W/0

WO -

~— references from the MRB meeting of
documentation in the MRB proceedings relating to CAR

the only

Update to CAR  ~— This CAR page adds the additional affectivity
verification,
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Establishment Inspection Report FEIL: 1718873

Utah Medical Products, Inc EI Start: 02/02/2004
Midvale, UT 84047-1048 El End: 03/03/2004
///
’/_,. L
//I'
Exhibit R91: Label Specification —— | revision 7 lated
Exhibit R92: — T -
—  revision ————o_

Exhibits R93 — R98 not used.

Exhibit R99: Bill of Operations (BOO) for Part: ————rmmmomeoeoeoe——
Revision — dated f ——

No Look-back Documented

Complaint # Date Received Exhibit #
et R100
R101
none
R102
Exhibit R102: Complaint ——— , receipt date =, is attached as. Exhibit page —
failure code cites, — However, at the

bottom of page - it states, under results, ' TTTT—

— Complaint & Service Look-back Documented

206 0of 209

oURGED



Establishment Inspection Report FEI: 1718873

Utah Medical Products, Inc El Start: 02/02/2004
Midvale, UT 84047-1048 EI End: 03/03/2004
Complaint # Date Received Exhibit #
none
/ / R105
R106
//\ R107
none
R108
none
R109

Complaint History Look-back Only Documented

Complaint # Date Received Exhibit #
R110
/ R111
/
/ none
/ R112
S none
Service Historv Look-back Only
Complaint # Date Received Exhibit #
R113 -
R114
R115
R116
Exhibit R116: Complaint * , receipt date ——The failure code

— s found on page— Under the heading, Investigation Findings, at
the bottom of page — it states,” ___——————————

Look-back Documented in Customer Letter Only

Complaint # Date Received Exhibit #
/ L // none
L none
Look-back Time Unspecified
Complaint # Date Received Exhibit #
(//-\/\/\_\/ none
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Establishment Inspection Keport FEL 1718873
Utah Medical Products, Inc EI Start: 02/02/2004
Midvale, UT 84047-1048 El End: 03/03/2004

Complaint & Service Historyv Look-back for Unit Onlv Documented

Complaint #

Exhibit R119:

Exhibit R120:

ATTACHMENTS

(// ‘

Date Received Exhibit #
P R117
R118
/ none
none
Risk Management plan, - ~, with
attached Risk Assessment Process for e —

Complaints, dated

Most recent Certification of Calibration forthe —

Written by Investigator Medina.

Attachment 1:

Attachment 2:

Attachment 3:

Attachment L1:

Attachment L2:

Attachment [L3:

FDA-482, Notice of Inspection, dated 2/2/04 issued to Kevin L. Cornwell,
Chairman/CEO (1 page)

FDA-483, Inspectional Observations, dated 3/3/04 issued to Kevin L.
Cornwell, Chairman/CEO reviewed during the close-out meeting; signed and
unannotated (7 pages)

FDA-483, Inspectional Observations, dated 3/3/04 issued to Kevin L.
Cornwell, Chairman/CEO reviewed during the close-out meeting; corrected,
signed, and unannotated (7 pages)

MDR text key number , for the Tender Touch Ultra Cup
with a report date of 9/2/03.

MDR text key number ° _ for the Umbilical Catheter with
a report date of 8/27/03.

MDR text key number for an Unknown UTMD loop

electrode/electrosurgical electrode with a report date of 6/2/03 being utilized
during a LEEP procedure in which the loop electrode melted.
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Establishment Inspection eport FEI: 1718873
Utah Medical Products, Inc EI Start: 02/02/2004
Midvale, UT 84047-1048 EI End: 03/03/2004
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f
Lort A. Medina, Investigator Ralph W. Jemda'l,/ vestigator

;""7607)"@¢~. "2 ~ U/) L./Qiz,bz/\_,
il

Monica J. Wilkins, Investigator
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