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Patient Statements 1

Transactor has the ability to print a 'Patient Statement' which conforms with the MDD 93/42/EC with
minimum fuss.

If your system has already been configured for printing your labs Patient Statements, skip now to Printing
Patient Statements| 61

If your jobs don't get outsourced to Non-EU labs, you don't need to do anything other than print the Patient
Statement. Just see Patient Statements Set Upl 27 on how to make your template look the way you want
it. This 'default' Patient Statement will contain the simple declaration "..the complete appliance has been
wholly manufactured within the EU".

If some or all of your jobs get outsourced to Non-EU labs, then you need to setup manufacturing locations,
so that the appropriate ORIGIN code(s) can be added to Jobs. See Setting up Manufacturing Location

Origin codes| 51N

Origin of Manufacture
The statement must declare either "..the complete appliance has been wholly manufactured within the EU",
or "..not been.." in which case the manufacturing locations must be listed.

By default Transactor will print a Patient Statement with the simple "All within EU" declaration. Howewer if
ORIGIN1 or ORIGINZ2 codes are found on the job, Transactor will automatically replace this with the "non
EU" statement and print the list of manufacturers.

Diescription
FATIENT Anderson, B
SHADE 07
HOTATION 4] & L
3
MEBE Maryland / Rochette Bridge
5M Stuchy Model
ORIGIH Zang Chi Dental Lab.21 Block, ZangLang Ind. Pa,Bejing.China
ORIGIMT l_

If a lab normally out-sources work to outside the EU then Transactor can be setup to include ORIGIN
codes automatically on each job thus saving tedious data entry. If a lab always needs to declare non-EU
manufacturing locations, then it may change the background image of the template to contain the required
information so that ORIGIN codes don't need to be used.

A4 and A5 Templates

e There are 2 templates to choose from. A4 and A5. Both can cater for the simple case (All within EU) or
multiple non-EU manufacturing locations.

The A4 template has space for up to 3 manufacturing locations in the bottom area.

The A5 statement is more compact with space for up to 2 manufacturing locations.

The Origin Declaration text can be customised.

The background image for the form, the other form text, labels and the company logo, can be replaced
with the lab's own images.
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High Street Dental Laboratory
PATIENT STATEVIENT 17 High Strast

Baltie

East Sussax

TH33 QAE

Ta: O1424 TTTRTT

T'yous haneany quares regardngtihe 1 or parformanae of your appl lance you Emp BonsntErRtbEe 22
ruldoontas the prescribing dantis! for further infeemation.

Fatient's Nama haima of Frascribes inichamaand Addrass
N Churchill Winsion Mr Tom Baresford BDS Statior Road Dantal Practics
¥4 Ol London Road, Hastings, Sussex. TNIS SEF
S il s SR Tal 01424 777877
180310 Ale44 - Dog 15337

Froduct Coda Descrigtion/ Typeof Appliance Cuantity Grada

3T 43 TOOTH DENTURE 1

cL2 CLASP x 2 1 indeg-andent

CRGN CFM ANURACTUREDECLARATION

This complate applance has been wholy manufactured within the EU

hur attention isdrawn to e foll owing stabement: TS |Sa cust arrermscs miscical did s Uhat has bisso marufad ured o saf syt he desl gncharac e stics

and propen e gped led byt he prascr bee e Vha abowe named patient, This medicaldend o s intended for aecl ushveuse by thispatient and corforms 1ot
il il @S0 il Peoui rermBnt S spedc iedin der | of thehbedical DedossDirect ivaand e Linited Mngdom Madical Dedoss Regul ations.

Tl pdarraart Soesnal ol o rrelo deu ced L Iul P Besn e redlindl or refurd ghed foran individlad patienrsuss

Also See:

Patient Statements Set Up[ 2"

Printing Patient Statements| 67

MHRA document "Guidance to Changes to the Medical Devices Directive 93/42/EC with respect to
custom-made devices statements"

Terms:
MHRA: Medicines and Healthcare products Regulatory Agency
MD Directive: Medical Devices Directive. The Medical Devices Directive covers the regulatory
requirements of the European Union for Medical Devices.

Patient Statements Set Up
This topic will guide you through setting up an A4 Patient Statement.

To invoke the Printout Type Properties for the Patient Statement

* From the Tools menu, choose Printing Setup - Printout Type Properties
¢ In Printout Type, choose Patient Statement (A4).. (or A5)
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Printout Type Properties H

Printout Type ¥ Engbled Page Format
| Patient Stabement (44 - | |4 2105 297 mm |
Credit Hote (4] =l .
Credit Mate (8 in) Choose Patiert Statement Detad lines
Dekeeay Mole to Practica [A4)] -
Dekvesy Mote to Practice (8in) Ad [or AS) ation 0 Startiow oifset
address 10 Font size [7-16)
10 Fow gap (0-50)
0 Sile
Statemert (date range] ; [ Uppeicase Address
Statement [manthly) Pictuses =—————
Irrvoice [months . name
gmirm|m£ga] E:m“r%ﬂxd of [ bmp ar ] MPos YPor Moo¥
et Ly SRR fower [ @ 2
([t =
Practice Summany [dabe 1angs) foldes. |Logo bmp [ 120 piciure.

Irufaciured within the ELU,“This complele spplance has not besn wholly manufactured

To change the Declaration Statement

¢ In the Printout Type Properties
e Change the text in the Message area

e Choose Close

Thiz iz the ™ Divider
character [do not

Thiz iz the Simple ‘All
EU' mezzage.

Meszszage

delete].

1

Thiz complete appliance has been whally manufactured within the ELJ."This complete appliance has not been whally manufactured
within the EU. Other Manufacturing locations are:

Thiz iz the multiple origin
Meszage

There are two messages encoded in this box. By default a Patient Statement will be printed with the first
simple "All within EU" declaration. This is the text before the ~ Divider as shown in the abowe image.

The second "non-EU" message is the one Transactor will print if ORIGIN1 or ORIGIN2 codes are found on
the job, along the list of manufacturers. NB: even if your lab currently does not out-source outside the EU,

you can leave this second message intact, it just won't be used. See below.

To change the company logo

Preparation

place your company's logo image file into the C:\tran61\lab\exe folder on your PC. The file type must be

either bitmap (.BMP) or Windows Meta File (WMF). The filename must be less than 8 characters with no
spaces so for simplicity rename your file to logo.bmp or logo.wmf. The image should have been supplied by
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your graphics designer as a high quality graphic to the correct intended size. With the correct logo file you
should have pin-sharp printouts indistinguishable from pre-printed stationery.

¢ In the Printout Type Properties

¢ In the Pictures group box, enter the logo's file name (eg. Logo.bmp) into the box below the one
containing PForm.wmf.

e Enter approximate Xand Y position pixel values (about 100 = 1CM) from the top left of the paper to the
top left of the logo. You will need to experiment to get this right.

¢ Choose Close

Print a Patient statement to the Preview Window to see your logo's positioning and go back to Printout
Type Properties to adjust your Xand Y values until correct.

PATIBENT STATBIBAT Dentalab Limitad
17 High Street
Banle

East Sussex
TH33 DAE

Tel: 21429
Email: sales

Reduce the » Pos
walug by about 100 to
bring the logo 1 CH tao
the left

I ot hanee @iny cqueri e regenci ng thefit o performanceof
wour ap i anceyou shoul d contact the prescr bi ngoerti =& for
further i rforrrsti on,

To add or change the background image

Preparation

The default image (PForm.wmf) is already located in in the C:\tran61\lab\exe folder on your PC. Your
graphics designer may modify this or produce another. The file type must be either bitmap (.BMP) or
Windows Meta File (WMF). The filename must be less than 8 characters with no spaces so for simplicity
rename your file to PForm2.bmp or PForm2.wmf. The image should have been supplied by your graphics
designer as a high quality graphic to the correct intended size.

¢ In the Printout Type Properties

¢ In the Pictures group box, enter the new background image file name (eg. PForm2.bmp) into the upper
box currently containing PForm.wmf.

¢ Choose Close

Print a Patient statement to the Preview Window to see your new background image's positioning and go
back to Printout Type Properties to adjust your Xand Y values until correct.
To configure printing a Patient Statement automatically on Book Out

¢ From the Tools Menu, choose Printing Setup - Printing on Confirm Action
e Add Patient Statement (A4 or A5) to the Printout Type list
¢ On the required check boxes in the correct row and choose the Output and number of copies.
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Usual printing when Actioning documents from this PC

Printout Type Condition—— Action Output T 5 Copies
= i
LS O @
2532 5
Q O = o = =
oy =y ol g
o 2 2 5 2 Em
e 2 3 & & =25
= 552 % 3% 5 o
£E00 3853588 %
f¥s333EE:
O @ iC T T e o o
[ Jab Ticket [44) =l A CTrrrrrrrr (P |1y ]
[Irm:lil::e[.ﬁdl 3[ ﬂ o (e (e (] m m IEatl::hllueua E”I copy L'
| Credit Mote (44) || N T T FIT T T M |Pevewwndw v|[1copy =]
| Delrvery Mote to Practice (44) | | | CFFCCCT T ([Pt v|[2copies ~|
| Patient Statement [44) || T FF F T ||Prinke 1oy +]
| =l 3 [N =l =
I on Action Book Out Ongoing, or

Book. Out Charge

e Click Close
e When you book a job out in future, you will be automatically prompted to print a Patient Statement

Also See:
Setting up Manufacturing Location Origin codes| 51
Printing Patient Statements| 61

Setting up Manufacturing Location Origin codes

If your lab uses other Non-EU laboratories for all or part of the manufacturing process, then these need to
be listed on the Patient Statement for the job that it concerns.

This is done by adding a product lineitem onto the job, with a code of ORIGIN1 or ORIGINZ2 etc. Each
manufacturer must have an individual origin code. The presence of an ORIGIN code on the job will signal
Transactor to use the Non-EU declaration and list the manufacturers on the Patient Statement.

To add or change Origin codes for other Manufacturing locations

e On a Main Form, blank or a job being modified, click in the Code column and press ENTER.
¢ In the Products and Senices dialog, in the 'Find by Code' box, enter ORIGIN1
¢ In the State box, choose NOTE
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DeEcnptacon

B Products and Services _ |

Find by Code |DRIGINT State |NOTE 1|\ |
i+ Code ™ Descrigtion Frice [NHS{J \_\ ]
Chooze Mate

Note: If ORIGIN1 already exists this will be listed so just right click it, choose Properties and check the
details are correct, then skip the rest of this topic.

¢ Click 'Add New'

e Enter the manufacturing location (hame and short address). There are limited characters so you may
need to abbreviate*

e Choose OK and then Select Onto Form (to verify it looks ok on the form).

|:|-I-=‘-I:IiF-Ii-:-I|
PATIENT Anderson, B
SHADE o7
HOTATION R G L
&
ME Maryland / Rochette Bridge
5M Study Model
ORIGINA Zang Chi Dental Lab,21 Block, ZangLang Ind. Pa,Bejing.China
ORIGIMT

That's it. You now have the ability to 'register' other 'Non-EU' manufacturing locations involved with the Job
and your Patient Statement will reflect this fact.

Also see
Printing Patient Statements| 61

Printing Patient Statements

To Print a Patient Statement

® On a Main Form, select a previously Booked Out job
e Click the Printer Icon on the Tool Bar, or choose Action - Print (F5)
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Canfirm Action
-

"Dllmt'

Patient Staternent [44) =] To I v"'l Copy vl
=l

Print Document

|zsue printout requestiz] for the cuirent document

¢ In the Output group, choose Patient Statement (A4) or (A5) to Printer or Preview.

Hegh Streal Denial Labaratary

PATIENT STATEMIENT 17 High Stron

Battie

East Sussax

TM33 QAE

Tei: 01424 TTTRTT

T'yous henvearry quar es regardi ngtihe it or performanae of your appllance you BBl oS I a e o0,
ouldconadt 1ha prescribing Sentist for further information.

Fatlent's Nama ame of Frescriber inichameand Addrass
N Churchill Wingion Mr Tom Baresford BOS Station Road Dental Practios
¥4 Ol London Road, Hastings, Sussex. TMIS SEF
S S Tat 01424 TT1877
15403/10 Alcdd - Doc 18337

Froduct Coda Descrigtion/ Typeof Appliance Cuantity Grada

3T 13 TOOTH DENTURE 1

CL2 CLASP x 2 rdep-andent

CRGEN CFM ANUIFACTUREDECLARATION

This complate appkance has been wholy manufactured within tha ELIL.

bur attontion isdrawn to th foll owing statement: TS iS o oSl crrerrscs rmscical did b e ha e rrarufsd unsd Do Saf iyt he s gncharac i &ics

and prapad | es gpedified byt he prescriber for tha above named patient. Thismadicalden e isintended for e ushveuse by Thispatient and conforms 1othe
il frvril @dsant il reourermnt S spedi fiedin Anrc ] of thehbedical Dedoss Dired iwaand tha Linited Mngdom Madical Deos Regulalions.

Tl adarrart GOl G0 rriel ! e s Pl v Besn i rgdland'or rifiuribd Shed foran ndii ole patienl s

To Print a Patient Statement automatically on Book Out

This assumes you have set up printing on confirm action. See Patient Statements Set Upl_ﬁ

e On a Main Form, select a previously Booked Out job
e Click the Printer Icon on the Tool Bar, or choose Action - Print (F5)
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Confirm Action
Book Out Job Charge Lé Doc No: 1367

\9)
-
Save the currerd job a: 'Booked Out Charged’ and sel invoice date

— Oulpait: 5
| Delivery Mote to Practice [44) = | To [t cory ]

| Patient Statement [4.4) | To |Printer ey =]

| <]

To Print a Patient Statement with Non-EU Manufacturing Locations

This assumes you have set up one or more ORIGIN codes. See Setting up Manufacturing Location Origin
codes| 51

* On a Job being modified, in a blank row in the lineitem area, enter ORIGIN1 in the code column and
press ENTER

PATIENT Anderson, B
SHADE o7
HOTATION R G L
&
ME Maryland / Rochette Bridge
M Stuchy Model
ORIGINA Zang Chi Dental Lab,21 Block, ZangLang Ind. Pa Bejing.China
ORIGINT

e Book out the job as usual

¢ In the Confirm Action dialog, in the Output group ensure Patient Statement (A4 or A5) is selected as one
of the documents to be printed

e Choose OK
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PATIBENT STATEVIBENT Dentalab Limited

17 High Sweet

Battle

East Sussex

THI3 0AE

Tel: 01424 775007

Emmbil 2816238 AR d cba b, &b ull
If o e any ouer es regerding thefit or performanceof

wiour Sl i anceyou shoul d contact the peescr b ngdertist for

further inforrrati on

Fat ant's Mame armeof Frescriber Qinic Name and Address
B Anderzon Mr P Kelly BDE Robensbridge Dental Surgery
69 High Streat
Robensbridge
East Sussex
THIZ 5AF
Tel: 01580 123457
Cetaof Manufactune Lab Fefarence:
17030 Ade 295 - Doc 1387
Frocuct Code Desscriptiond Typeof Appliance Cuartity | Grade
B Maryland f Rochette Eridge 1 NHS
SM Study Model 1
© Other Non-EU
manufacturing
locations listed here

ORIGEN OFMANURACTURE DECLARATION e
Thiz complete appliznce has not bean wholly manufactured wathin the EU. Other Manufacturing locations are:

DRIGINT Zang Chi Dental Lab,21 Block ZangLang Ind. Pa Bejing, China

onn dtentionis diovm te the folovding st ement: Thisis scestor-mademad cal devcethal hzs bea menufactuned o satishy
tre desi gn charactan sti cs and propearti es specified by the prescriber for theabove named patient. Thismadical deviceis intarded
For @l Lsivie el B thi 5 Pt ardd confionmes to thenel avant essantial neaulrenments spec fiadin Anned] of the Medical Ded ces
Chrective amd the Urited K ngoomMed cal Do ces Regul tions.

Thisdalemend coesnct appl to recizal cavosstha have bagn nepatned ancfor idfurbished! for an indhviolus palied suss:

By the way, the ORIGIN codes you see on Transactor's Main Form won't be printed in the items area of the
Patient Statement. Transactor picks up these details and puts them neatly into your Declaration List.
Clever stuff don't you think. See Printing Patient Statements| 6" for a example print out.

There's more things you can do to optimize your process and save repetitive typing. You can decide
whether to manually add the ORIGIN product code onto Jobs as and when required, or to setup Jobs so
that one or more ORIGIN codes are automatically on new jobs. See New Document Setup|101
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New Document Setup

You can configure Transactor to automatically have a certain layout on the screen when a new job is
started. Any of your existing predefined Line Notes can be made to appear in the new job.

Choose New Document Setup... from the Tools menu.

MNew Document Setup n

When starting & | (IR

The following LIME MOTES will be added:-

Line note code Description

PATIENT -
SHaDE -
MNOTATION *| R I L

Apply ; | Cloze |
.

From here you can customise the level of pre-set details you want to record with each :

e New Job
e New Credit Note
e New Query

You can specify up to 6 line notes that will be automatically added to a new blank document (ie. when
you choose Action... New Job, New Credit Note or New Query).

Select the line notes from the dropdown lists. To remove a selection, choose the blank entry at the top
of the list.

Website Contact Us

www.transactor.co.uk

Telephone sales & technical support

Telephone technical support is available only to new customers in the trial period, and Premium
Support customers.

01424 777877

Write or visit
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Pearce & Robinson LTD
17 High Street, Battle, Sussex TN33 OAE
Tel: 01424 777877

NOTES
Sales & Support Telephone Mon-Fri 0900-1700hrs excl. Bank Holidays.
After your free Premium Support period is up you can purchase 12 months renewal from www.
transactor.co.uk

Chapter 2 Contact Us
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products. All understandings, agreements, or
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is protected by
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