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DURING AN INSPECTION OF YOUR FlAM Ill ~OBSERVED: 

THE OBSERVATIOi',iS NOTED IN THIS FORl'vl FDA-483 ARE \lOT AN EXf-L>\USTiVE L!STrNG OF 

OBJECTIONABLE CONDITIONS. UNDER THE L\W, YOL:R FIRJvi!S RESPONSIBLE FOR CONDUCTfNG 

rNTER.'iAL SELF-AUDITS TO lDENT!FY AND CORRECT ANY AND ALL VIOLATIONS OF THE QUALITY 

SYSTEM REQUIREMENTS. 


It Review of the iirm 's corrective and preventive actio_n sysce:n revealed: 

I	a) Corrective and Preventive Action procedure, TD-QA-0 l, does not include the requirement for analyzing sources of quality 
data co identify existing and potential product and quality problems. 

b) Not all qualiry data are being analyzed to identify existing and pocential produce and quality problems. For example: in· 

process rejects and MDR.s. 


c) There are no corrective and preventive actions taken for ~he problems identified in the rrending repons. X. x·x
\./ "/ "-./ x x·· x \./ "./ \.___.. x/\ _//~ /"" / " 	 . ~ /~" /""'
'v.:. "><.:.. )..,~ "<. >< '-.,.c '><::" 	 ' 

2 Review of the firm's Device History Records (DHR.s) for the intran Plus Cathethers, ICP-400 reveaied the following: 

a) Manu~acruring Procedure · "'><' Imran Plus and IUP-300 Final Tester, does not assu~e that IUP cachethers confonn to 

all approved desig!1 specifications prior w acc:::pcance. Device Master Record specifications for Unbalance are ·"'>< 


y..;: :x._ x release or' fmished devices in the range of ><: '"><. 


b) Then~ are no documented evidenc~ thac the following required tests are being performed: 
>~ ':><-- .><.. >< .><::. >< ::>< '::--.< 

.><:._ ~--

I
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 c) Not all rejects are identified and documented. Tne devices failed during final test. documente~ in the lnrran Plus Final 
Teste:- Summary Report. docs not indic:1te i:s final disposition. 

I 3. Validation ,;rudics hav<.: no< ~)cen condl:c:ed t'or the manufacruring proces~ of the lntran P:us products to determine 
whe!he: t h~: 'X .....,...~ ~ process is capable of generating produc:s or n:suits meeting its predetermined 
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NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED 


TO: _ k~ ,, 1'\. l ( (\-- H"IN tl (G_Ci I 
I 

FIRM NAME STREET ADDRESS 

Utah i'vkdical Products. Inc. 7043 South 300 West 
C:TY. STATE AND Z!P COOE TYPE OF ESTABLISHMENT INSPECTED 

Midv:1l, UT 840-l i Medical Device Manufacturer 



I 
 

 

jOURING AN INSPECTION OF YOUR FIRM (I) ~ OBSEi'\VED: 

I 

4. R<:vicw of the firm's :--.ion-Conforming !vl:lterial system :md re!JOrls revealed: 

I a) Non-Conformin~ Materials procedure X -- ioes not include a determination of the need for an investigation. 

-..<:b) The Non-Confonning !v!aterials procedure, X is not always being fo llowed. For exampie. 

- Reword and Cse .-\s ls dispositions do not always include an assessment of the potential adverse effects (or lack thereof) on
the qual iry of the ftnal product ----;-<:: •.-<:.. .,___ --;-(" ><. ::><::- "><::'" 

X ---< 

- Use As Is disposi:ions do not always include the justification for the use of non-contoming products. >< 
~- '< 

5. The firm has yet to certify to FDA that :he electronic signatures in their system are intended to be the legally binding 

eouivaknt of rradit1onal handwrinen sicrnatures. Electronic siQT.arures are bein!! used in the com pla:m and incomino 

inspec:ion systems. 


6. For the t:!ectronic records and signarures, there are no procedures addressing the following: 

a) Validation of systems to e::sure accuracy, reliability, consistent intended performance, and the abiliry to discern invalid or
:J.itered records. 

b) TI:t: ability to gc::nemte accurate and comple!e copies of records . 

c) :>~otection of records throughout the record retention period. 

d) Limning system a..:cess. 

e ) And the system ~an create -in audit rrai l :hac is co:nputer-generated, time stamped to mdcpendently :-ccord the date and 

ume of opem:or e1:rne:.; and JCt:ons. 


7. Sa:r.pling p!~ns u!:d are not Jl·.vays based on a valid 5tat!stical rattonale. For example: ........__ ____..,- · 
..... -a,.o(; .~-:::-.X::: ---.;.·-· :;::.,._. 
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