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Select a Study

Double click on the
’ Zvu icon to open the
Zvu® application.
Open the Study in

Patient Management Patient Management.

Patient R N d
e T eview and correct
* First Name:  Abnormal Patient MR#: Sample Diversatek .t t . f t
Healthcare pa lent Intformation as

Other Names: Gender: Male ©Female ©N/A

‘ =1 . needed. Click Save.
Z/pH 01 )

Z Add Study

pH-only dual, Gastric.

Patient MR#: Sample Workflow: Z/pH 01 robe: Type 01

fast Wy EREICo/2/2000 Visit ID: Height: fin <] Weight: b ~| BM: Not Calculated

Z/1pH, Abn. 4hr Demo g Facility: © Diversatek Healthcare [\ On Acid Suppression Therapy (AST): ® Yes ©No © Unknown

Patient MR#: Sample = .

Last Study Edit: 05/24/2019 | 0 Referring Physician: [-) Endoscopic Findings: B

Aot ABno el o] Physician: [5] other Findings:

Patient MR#: Sample Acquired By: [}] symptoms: [

Last Study Edit: 09/13/2019 [ = =
* Study Tag: © Diversatek [+] Medications: 9

Z/1pH, Ped Low Baseli... [[01] i § = g

Patient MR#: Sample 1] Diagnostic Tags: [

Last Study Edit: 05/24/2019 | 0 Diagnosis:

Z/2pH, Gastric pH Ab... [01] Notes: GER Z Challenge 01 probe 09-10-2007 00

Patient MR#: Sample :

Last Study Edit: 08/23/2019 | 0

Z/2pH, LPR Abnormal [0

Patient MR#: Sample (1]

[ ‘New Patient | Required Field Indicat ¢ [gove ] [ Cancet |

e e e m s «leaithcare

Once all corrections
£t have been saved, the

Patient

o
Lsthame: Z1pn Dt of B 57112972 . } Review Study button
*FirstName:  Abnormal Patient MR#: Sample Dlversatek . . .
Healthcare II b CI k
Other Names: Gender  OMale ©Female ON/A Wi ecome active. Clic
o
: Review Study to open
- e |
= - 09/10/2007 Add Stu h d y
pH-only dual, Gastric... B dt t e Stu
Patient M| nple ik * Workflow: Z/pH 01 * Probe: Type 01
Last Study Edit: 05/24/2019 | 0 VisitID: Height: in | Weight: 1o ~| BME Not Calculated q
Z/1pH, Abn. 4hr Demo | 0 Facility: © Diversatek Healthcare \Tﬁ On Acid Suppression Therapy (AST): © Yes ® No © Unknown
Patient MR#: Sample 2 v - = o =
Last Study Edit: 05/24/2019 [ 0 | Referring Physician: D Endoscopic Findings: B
2/1pH, Abnormal o Physician: [5] otherFindings:
Patient MR#: Sample Acquired By: <] symptoms: -
Last Study Edit: 09/13/2019 % 8] &1 U
* Study Tag: © Diversatek [£] Medications: &l

Z/1pH, Ped Low Baseli... [[0] i = =
Patient MR#: Sample Diagnostic Tags: [

Study Edit: 05/24/2019 | 0 Disghesss
Z/2pH, Gastric pH Ab. Notes: GER Z Challenge 01 probe 09-10-2007 00
Patient MR#: Sample
Z/2pH, LPR Abnormal

Patient MR#: Sample | Review Study |

Required Field Indicato)

[ New patient

Diversatek Healthcare

Select a Review and Run Review Create Help
Study Correct Annotations AutoSCAN Study Report




Select a Study

Stacked View (Default View)
The study data will open in a Stacked View with all impedance wareforms stacked together and the pH
separated above or below the impedance sensors.

The impedance area (Z channels) are lightly shaded in green and the pH channel(s) are lightly shaded
in pink. Additionally the pH channels are filled in red at any point the pH drops below a value of 4.0.

* Hide/Show
Impedance Contour

Sample: Z/2pH, Gastric pH Abnormal - 09/17/2013

‘ < * Annotation Area
-“ v""”- " ,, = v = i | '| . - il t‘ ,Y .

T AT e YT T e T T T W%WWT’W’W”VM
[PPSO T S TSRV T R § . redan
o R I P AT | = ¢ pedance

o N e it 'Wm "'\"'MWMW ) :

iV T P P X Y I ALY I S
In»(‘-' it 5 po ~*W#~TT“M“”‘~%~/W("';MN~ A T -: 2 - Distal

—= - esophageal pH

Y
L

* Gastric pH

Diversatek ueatthcare

The Annotation Area located above the waveform data displays any annotations
the patient has recorded during the study.

Select a Review and Run Review Create Help
Study Correct Annotations AutoSCAN Study Report




Select a Study

Fit To Probe View
S|k -[SH=
-

Change Data View to Fit To Probe View if
desired. This view shows the waveforms as
they appear spaced within the body. The
impedance contour view is active with the
purple color showing low impedance. The
pH will display as waveforms filled with red
where the pH value is below 4.0.

nnnnnnn

Sei

I

e Impedance

Review and Run
Correct Annotations AutoSCAN

Selecta
Study

Review
Study

Create
Report

» Distal esophageal pH

Gastric pH

Change

o Data View
to Stacked View
if desired.

Help



Review and Correct Annotations

Click the Diary Editor Button.

RED B ¢ « All annotations can be
T corrected within the

Diary Editor
Diary Editor Diary Editor.
Annotation Start Time End Time
Meal 1/15:06:48 1/15:13:33
Heartburn 1/15:27:42 1/15:27:42 Edit
Heartburn 1/16:38:34 1/16:38:34
Heartburn 1/16:45:46 1/16:45:46 Relabel
Regurgitation 1/17:04:59 1/17:04:59 |
Throat Clearing 1/19:00:17 1/19:00:17
Heartburn 1/19:45:55 1/19:45:55
Meal 1/20:12:01 1/20:25:45 Delete
Regurgitation 1/20:45:58 1/20:45:58
Regurgitation 1/20:54:22 1/20:54:22
Regurgitation 1/21:13:35 1/21:13:35
Recumbent 1/22:06:38 2/8:56:08 l
Meal 2/10:34:49 2/11:05:13
Heartburn 2/10:39:26 2/10:39:26
Regurgitation 2/11:27:28 2/11:27:28
Regurgitation 2/11:51:29 2/11:51:29
Heartburn 2/12:22:43 2/12:22:43
Meal 2/13:05:56 2/13:10:55
[ Close | I

Relabel any Diary annotations as indicated in the patient’s diary.

Diary Editor
iy et _ Click to highlight the
P e — —r 3 | Diary annotation to be
7 Annotation al ime n ime
] Add i i

Meal 1/1506:48  1/15:13:33 changed. Verify the time
Heartburn 115:27:42  1/15:27:42 Edit of the Diary annotation
Heartburn m?iZiZ 1/12:223: with the patient diary.
Heartburn 1/16:38: 1/16:38:5 - P _ .
Heartburn 1/16:38:57 1/16:38:57 Relabel N * Click Relabel.
Heartburn 1/16:45:46 1/16:45:46 ‘ DR ’
Regurgitation 1/17:04:59 1/17:04:59 £ UPIIcates

Throat Clearing 1/19:00:17 1/19:00:17 ‘ | ’

Heartburn 1/19:4555  1/19:45:55 Dotete

Heartburn 1/19:45:56 1/19:45:56

Heartburn 1/19:46:32 1/19:46:32

Meal V1201201 1/2027:5

Diary ... 1/204100  1/204100

‘Dary ... 1/204550  1/204550

Regurgitation 1/20:54:22 1/20:54:22

Regurgitation 1/21:13:35 1/21:13:35

Recumbent 1/22:06:38 2/7:09:03

Meal 2/10:34:49 2/11:05:13 e

¢ Note: To group all like annotations together, click Annotation at the top of the column
to sort alphabetically.

*Note: If multiple diary annotations are to be relabeled to the same annotation text, then
click the first Diary annotation and shift-click the last Diary annotation to select all
6 diaries. Relabel as above and all Diary annotations will be relabeled.

Selecta Review and Run Review Create Help
Study Correct Annotations  AutoSCAN Study Report




Review and Correct Annotations

Example: Diaries relabeled to Cough.

Diary Editor
Diary Editor
Annotation Start Time End Time “ |
Meal 1/15:06:48 1/15:13:33
Heartburn 1/15:27:42 1/15:27:42
Heartburn 1/16:38:34 1/16:38:34
Heartburn 1/16:38:55 1/16:38:55
Heartburn 1/16:38:57 1/16:38:57
Heartburn 1/16:45:46 1/16:45:46
Regurgitation 1/17:04:59 1/17:04:59
Throat Clearing 1/19:00:17 1/19:00:17 L ‘ Delete I
-
Heartburn 1/19:45:55 1/19:45:55
Heartburn 1/19:45:56 1/19:45:56
Heartburn 1/19:46:32 1/19:46:32
Nausea 1/19:46:32
Nausea 1/19:47:00
Meal 1/20:12:01
Gag 1/2045:50 1/2045:50 B
Regurgitation 1/20:45:58 1/20:45:58
Regurgitation 1/20:54:22 1/20:54:22
Regurgitation 1/21:13:35 1/21:13:35
Recumbent 1/22:06:38 2/8:56:08
Maal 2/10-24-4Q 2/11:0512 =
‘ Close |
Add Annotation
Abdominal Pain 4 l
Arching |
Asthma
Belch
Bloating
Bradycardia
Chest Pain
Comment
M Cough
Crying
Custom Symptom
Desaturation -
Start Day: 1
- —_— . . ' .
rbing] 194702 To add annotations from the patient’s diary,
click Add. Select the desired annotation.
T < For symptoms, enter the Start Time by day,
one N e . . .
hour and minute using a 24 hour time
format.
Selecta Review and Run Review Create Help
Study Correct Annotations AutoSCAN Study Report




Review and Correct Annotations

Multiple annotations
can be added without
leaving the screen.

A message will appear
to indicate if the
annotation was added
successfully.

When all annotations
have been added,
click Done.

Add Annotation Annotation added successfully. &
Abdominal Pain -
Arching
Asthma E
Belch
Bloating
Bradycardia
Chest Pain
Comment
Cough
Crying
Custom Symptom
Desaturation -
Start Day: 1
Start Time 18:17:02
(hh:mm:ss):
Vv
Z
Add Done <
Add Annotation Add Annotation
Laryngospasm Hoarseness
Meal Laryngospasm
Nausea Meal
Pain Nausea
PPI Pain
Probe Depth PPI
Recumbent Probe Depth
Regurgitation Recumbent
Sore Throat £ Regurgitation
Sour Taste Sore Throat
Spitting Sour Taste
Swallow - Liquid - Spitting -
Start Day: 3 End Day: 2 Start Day: T End Day: 1
Start Time 231301 End Time 05:17:56 Start Time 18:17:02 End Time 18:2934
(hh:mm:ss): (hh:mm:ss): (hh:mm:ss): (hh:mm:ss):
[ Done
8
Selecta Review and Run Review Create Help
Study Correct Annotations  AutoSCAN Study Report

Add Recumbent and
Meal periods if needed
using a 24 hour time
format. Enter both a
Start Time and an

End Time.



Review and Correct Annotations

i To delete all duplicate
Diary Editor annotations, click

YRR Duplicates and the Diary

Annotation Start Time End Time - |

7 Add . . . . .
Meal 1/15:0648 1/15:1333 Editor will highlight any like
Heartburn 1/15:27:42 1/15:27:42 Edit Symptoms occurring Wlthln
Heartburn 1/16:38:34 1/16:38:34

2 minutes. Click Delete. All

- Heartoun 116385  l1e3&s | Relabel | . . ]
 Heartbun  1/16385%7  lae38s7 highlighted symptoms will
Heartburn 1/16:45:46 1/16:45:46 m é ®

Regurgitation 1/17:04:59 1/17:04:59 b e d € I eted '

Bloating 1/18:17:02 1/18:17:02 = Delete *Note: |f deletl ng Only

Throat Clearing 1/19:00:17 1/19:00:17 ops . .
Heartburn 1/1945:55 1/1945:55 specific duplicates, this

must be done individually
by highlighting an

Nausea 1/19:46:32 1/19:46:32 annotation and clicking
Meal 1/20:1201 1/2025:45 Delete.
Cough 1/20:41:00 1/20:41:00 -
Cough 1/20:45:50 1/20:45:50
Gag 1/20:45:50 1/20:45:50
Regurgitation 1/20:45:58 1/20:45:58
Regurgitation 1/20:54:22 1/20:54:22
Regurgitation 1/21:13:35 1/21:13:35
Reriimhent 1/22:06-28 2/8-5ANR >
‘ Close |
Diary Editor Delete any individual
Diary Editor unwanted annotations.
Annotation Start Time End Time = | Add | Example: Practice
Meal 1/15:06:48 1/15:13:33 annotations done during
Heartburn 1/15:27:42 1/15:27:42 Edit patlent teaCh|ng H|ghl|ght
Heartburn 1/16:38:34 1/16:38:34 . N
Heartburn 1/16:38:55 1/16:38:55 the desired annotation and
Heartburn 1/16:38:57 1/16:38:57 click Delete.
To delete several
Bloating 1/18:17:02 1/18:17:02 s &—o annotations in a row, Shift-
Throat Clearing 1/19:00:17 1/19:00:17 . .
Heartburn 1/19:45:55 1/19:45:55 Click on the first and last
o 1104556 11104556 d annotation to be removed
Delete Confirmation and select Delete.
A del h Whenever deleting an
A re you_sure you want to delete these annotation, a Delete
annotations? <— Confirmation dialog box
will confirm.
When all annotation
| Yes | No changes have been done,
= £ click Close to exit the
- - Diary Editor.
9
Selecta Review and Run Review Create Help
Study Correct Annotations AutoSCAN Study Report




Review and Correct Annotations

Exclude artifact.

Add Measurement

Add pH Measurement
Add Excluded Area

Add Annotation

Click and
drag
10
Selecta Review and Run

Study Correct Annotations 5. i0scan

N

N

If artifact such as
waveform flattening with
a probe disconnect is
seen in the data display
area, this area can

be excluded (hidden)
from analysis. Right click
on the tracing. Select
Add Excluded Area.
Click and drag left to
right across the area

of artifact.

The Excluded Area will
appear as a diagonal
hash mark box over the
data. The recorded data
are not erased but will
be ignored during
analysis including any
annotations the patient
recorded.



Change pH association if desired.

Color Key

Probe Bar T Y—
SyncVIEW

Annotation Area

Data
Meal
Recumbent
Chest Pain
Heartburn
Regurgitation

Color Theme >

Revert to Original

Image Capture

AutoSCAN >

Run AutoSCAN.
]
QIR -|© &y
i o {Autoscan | EMBet:I -
(o] Heartburn

Regurgitation

A Ml 47y

|

M M‘M W1

e "LMV"‘W

Z Reflux (70)

Study Metrics
Resting (3)

Distal Body pH (50)

Full Study (All Meas.)

Acid
Composite Score
Boix Ochoa Composite Score
Longest Episode

Upright Episodes 44 =

Recumbent Episodes 6

Total Episodes 50

Total Mean ACT 1.2 min

Upright Percent Time 77%

Recumbent Percent Time

Total Percent Time (Conv.) 2

Total Percent Time (Lyon) 44% <40

Time Analyzed 23:12:28

Study Summary
Selecta Review and Run
Study Correct Annotations AutoSCAN

N

Review

Study

AutoSCAN will analyze a drop in the pH
when associated with an impedance-
identified reflux episode by default in all but
infant studies.

To change this feature, click the Options
button. Hover or click on AutoSCAN. Select
or deselect Associate pH as desired.

In infant studies, all drops in pH below 4 will
be analyzed regardless of changes in
impedance.

Click the AutoSCAN button on the toolbar.
AutoSCAN scans through the study
identifying and measuring retrograde bolus
movement utilizing the impedance data,
and creating Z reflux measurements.
When Associate pH is selected, a pH
reflux measurement will be created only

if impedance identifies reflux in the same
time period, and the pH is below 4.0 for

at least 5 seconds. If Associate pH is not
selected, all pH below a value of 4.0 for

at least 5 seconds will be measured.

When AutoSCAN is complete,
measurement boxes will be created
wherever reflux is found. The Study
Metrics tabs will indicate the type and
number of impedance and pH
measurements identified in the study
period. Impedance and esophageal pH
data are not analyzed under meal periods
by default.

Help

"



Review Study

Select the desired time scale.

R & IE i

030 . I

QW‘.%NMW"J
MMr.mwl‘}w.’(«“
| ?LM‘\-#;-M.W

|
15:00
% 30:00 |o
1:00:00
Select the desired method to navigate through the study.

2:00:00

=

12:00:00
24:00:00
24:0821 | |

6:00:00
= u L.J

Move To Page Jjpatal
E Move To Measurement VoV ‘B Move To Z Reflux
4 Move To Note v \ro Move To Esophageal pH Reflux -
—° Move To Symptom v EO Move To Resting
ofl Move To Postprandial \B Move To Gastric pH

)

G T e

ettty W'WLWV-* |
bl 1L

z3 554

12

Selecta Review and Run Review Create
Study Correct Annotations AutoSCAN Study Report

e Click the down arrow
next to the time scale
and select the desired
time window.

Click the down arrow for
the Move To button and
select the desired
method for review. The
forward and backward
arrows will navigate as
selected.

Help



Review Study

Acid Reflux Example

= m_ Retrograde bolus movement
» identified by impedance is

qualified as an acid reflux

i S — \\ ~w—  episode if the distal esophageal
pH drops below 4.0
-y
- concurrently.
A%\m/\'\m Aw/ﬂAMMM

T Y Y T T T Y Y T Y T Y
2/3:53:04 2/3:53:14 2/3:53:24 2/3:53:34 2/3:53:04 2/3:53:14 2/3:53:24 2/3:53:38

Fit-to-Probe View Stacked View

Nonacid Reflux Example

zhefin29 Retrograde bolus movement
: [ identified by impedance is
[l qualified as a nonacid reflux
g e episode if the distal esophageal
pl | pH remains above 4.0.
N7 L §
$ M N
[ % il
—] — . .
N m A v A
o ww—/‘”
1 T I ! I T ¥ 1 ) T g T ¥
2/2:49:48 2/2:49:54 2/2:50:04 2/2:50:14 2/2:49:48 2/2:49:58 2/2:50:08 2/2:50:14
Fit-to-Probe View Stacked View
13
Selecta Review and Run Review Create Help
Study Correct Annotations AutoSCAN Study Report




Review Study

Review reflux measurement data.

Data
Meal easurement trics
Recumbent M e LG
Chest Pain
Heartburn_ Z Reflux 33 2 ReVI ew
Z Reflux
= measurement data
2000 7~ Z Pattern Reflux -
Content Liquid 2l N as needed in the
n R
Measurement
ohms . ° .
T - =} | Distal Body pH : Prox LES=5 Metrics section.
Acid Classification _
2] SE50E
ohms
p—re = = /\VVI 2000 7
z BT
ohms
2000 A
o proxies || Study Metrics || Automatic m
s70em || S Y
- Resting (0) Z Reflux (65) Distal Body pH (43) )
2000 A -
Full Study (All Meas.)
5 i .
i All Reflux -
o Upright Episodes 56
Ty S R bent Episod 9
Total Episodes 65 <73
76 proxLes Time Analyzed 22:38:41
Acid
bt Upright Episodes 45
o = Recumbent Episodes 8
Total Episodes 53
pH1 e Time Analyzed 2238:41
ime Analyzs :38:
0 PH
T T T
4 2/3:53:14 2/3:53:28 2/3:53:3¢ 2 Optimal Vie Study Summary
e

?,,“e‘:. Impedance [ N
Measurement Metrics
Chest Pain
Heartbuany pH Reflux 25
ZReflux 33 Value
pH Reflux
Distal Body pH : Prox LES+5
M ACT 9.9 sec
e - p
50
[ -
ohms
oH Study Metrics v/ Automatic
Distal Body pH (43) Resting (0) ( Z Reflux (65) ]
Value Normal
Full Study (All Meas.) -
Acid
Composite Score 499 <147
Boix Ochoa Composite Score 395 <166
Longest Episode 46.5 min
Upright Episodes 36
Recumbent Episodes 74
Kd phRefiux2s [} Total Episodes 43
Total Mean ACT 3.8 min
Upright Percent Time 103% <63
Recumbent Percent Time 171% <12 «
B R VAP S PR FAPS S SR ... Study Summary
Selecta Review and Run Review Create Help
Study Correct Annotations AutoSCAN Study Report




Review Study

Delete false positives.

e Delete any measurements where
reflux is not true. Right click on
the measurement title bar and
select Delete Measurement.

T
1/16:49:08 1/16:49:08 1/16:49:08 1/16:49:10 1/16:49:12 1/16:49:14 1/16:49:16 1/16:49:18 1/16:49:20

Multiple Swallows

Manually add Impedance Reflux Measurement.

For reflux episodes identified by the user but not

t marked by AutoSCAN, right click on the tracing
o et o and select Add Measurement. Click and drag left
Rl s to right across the identified reflux episode. Make

| | sure to include at least 3 seconds before and 5
| | seconds after the reflux episode.

el ——
Click | §
and drag

T i T y T T T T T T
2/3:52:44 2/3:52:59 2/3:53:14 2/3:53:29 /3:53:44 2/3:53)
15
Selecta Review and Run Review Create Help
Study Correct Annotations AutoSCAN Study Report




Review Study

Manually add pH Measurement.

U_\,w

¥

i

Add pH Measurement

Add Measurement

Add Excluded Area
Add Annotation

-+
—

N
7

For any added Z reflux measurements with a pH
below 4.0 for at least 5 seconds, a separate pH
measurement must be created. Right click on
the tracing and select Add pH Measurement.

Click and drag left to right across the desired pH
waveform where acid reflux is seen. Make sure
to include at least 3 seconds before and 5
seconds after the acid episode.

Only pH drops below 4.0 for at least 5 seconds
will show a value in the Metrics and be reported
in the Acid Exposure section of the report.

e —
1
1
T T T
2/3:53:29

I
2/3:52:59 2/3:53:14

T
2/3:53:44

T T
2/3:53:59 2/3:54:14

Below is the corrected measurement.

[

T —

R

’_d ZReflux 33 S

MW
L @ am

Review the complete study adding
and deleting measurements if
needed.

Review methods:
« Page by Page
« Symptom by Symptom

To activate the pH reflux
measurement for review, click

within its dashed blue lines.

—_——

T T T
2/3:52:59 2/3:53:14 2/3:53:29

T
2/3:534 s

T
2/3:5314 2/3:53:29

T
2/3:53:44

Z Reflux Measurement Active

Review and
Correct Annotations

Selecta
Study

AutoSCAN

pH Reflux Measurement Active

Run Review
Study

Create
Report

Help



Review Study

Proximal Extent when using a Standard Configuration Probe (non-LPR)

AutoSCAN can identify Proximal

Zvu | Contact Information l

System I Updates l Data Extraction I

Configure
Reset All

I 4 Analysis
Application

4 AutoSCAN
Mucosal Acquisition
Patient/Study

Reflux Composite Score

Reports

Configure

‘ Reset All

Application
Build Version:
Used Physical/Virtual Memory:
UDI Code:

Configuration Path:

3022474

15GB/2.1GB
(01)00816734022429(10)3022474
C:\Diversatek\Zvu\3.0.2247 4\Configuration\

Ratio Decimal Places 2

Set Pharyngeal-UES Coordination |Yes -
Show Pharyngeal-UES Timing [No______ ~]

e

Show Proximal Extent Data

Show Reflux Impedance Page Min/Max
Show Swallow Impedance Waveform Data | No -
E = Reflux height 17cm
— o
® r ] above the LES
e —

[ ' ] 2 Migration level 15 cm
R | ——— above the LES reached
I W

Selecta Review and Run Review Create
Study Correct Annotations AutoSCAN Study Report

m

* Reflux Episodes if this feature is
enabled. Click on the Properties
(gears) icon above the tool bar from
any Zvu page.

Select Analysis. Select Yes next to
Show Proximal Extent Data. X-out
of the Properties Page. Re-run
AutoSCAN if needed. This
selection will apply to all standard
Z/pH study analyses.

Impedance measurements in which
retrograde bolus movement reached
the designated proximal migration
level will have a green title bar.

Help




Review Study

A E |:>} E a @ ﬁ E Each measuremgnt should be
...................... B e To Page _--- checked for proximal level
E’ Move To Measurement U184 E Move To Z Reflux L accuracy. The Move To
# MoveToNote v B Move To Esophageal pH Reflux Measurement feature can be
"o Move To Symptom v [ Move To Resting set to Proximal Extent to aid
ol Move To Postprandial B Move To Gastric pH in this review.

v ‘B Move To Proximal Extent

e To change the migration level,

Color Key Data click the Options icon, click on

4 :°‘:\°ﬂ:l g{cim;et AutoSCAN, and then click on
ey Heartourn Proximal Migration Level.

v Annotation Area The default level is the height of

the second impedance sensor (Z2).
The migration level can be
changed to the waveform above or
below this default.

v  Isocontour

Color Theme >

Revert to Original
Image Capture
AutoSCAN » | v Associate pH
170cm Proximal Migration Level > o
uv[l/j‘./\f\’\rw v 150cm
90cm I B B

3000
e 2 5
0 o
18
Selecta Review and Run Review Create Help
Study Correct Annotations AutoSCAN Study Report




Review Study
The Measurement Metrics will reflect the height of
Measurement Metrics @ the reflux episode and whether or not it reached
Z Reflux 34 Z Reflux the proximal migration threshold which will
designate the reflux as a proximal episode.
Z Reflux
Z Pattern Reflux
Content [ Liquid 2 ]
Reflux Height 170 cm
Proximal Level _ Reached
Proximal Level Duration 11.2 sec

Distal Body pH : Prox LES+5
Acid Classification Acid v

] . The Study Metrics and report will indicate
Study Metrics | Automatic how many episodes reached the proximal

migration level.

Resting (0) Z Reflux (65)

Full Study (All Meas.)

All Reflux
Upright Episodes

Recumbent Episodes
Total Episodes
Proximal Upright
Proximal Recumbent
Proximal Total
Time Analyzed

Study Summary

On Acid Suppression Therapy Off -
Duration 24:07:03 h

19

Selecta Review and Run Review Create Help
Study Correct Annotations AutoSCAN Study Report




Review Study

Full Column and LPR (Laryngopharyngeal Reflux) when using an LPR Probe

[« Zrenxas B ¢« IfanLPR probe is used,
LPR level (1) AutoSCAN will identify Full
B e Column and LPR reflux episodes.

Impedance measurements in
which retrograde bolus
movement reached the Full
Column (Z3) or LPR (Z1) levels
will have a green title bar.

Full Column
level (Z3)

Reflux
reached Full
Column
shown in
Fit-to-Probe
View

Distal level (Z5)

T ¥ I ¢ I Y T
2/5:06:53 2/5:07:03 2/5:07:13 2/5:07:23

Reflux reached
LPR level shown in
LPR level (Z1) the Stacked View
Full Column
level (Z3)
Distal level (Z5)
T ¥ T g T'v T r T b T
5:19:33 1/16:19:43 1/16:19:53 1/16:20:03 1/16:20:13 1/16:20:23
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Review Study

Move To Page

Move To Measurement

o Move To Note

°' Move To Symptom

Move To Postprandial

s ] Data

"/‘E

Move To Z Reflux

Move To Resting

Move To Gastric pH

Move To Esophageal pH Reflux

° Move To LPR/Full Column

Measurement Metrics @
Z Reflux 15 Z Reflux
Z Reflux
Z Pattern Reflux
Content | Liquid N/ |
Height Classification LPR Acid/Nonacid ~

Pharyngeal pH : Prox UES+1
Acid Classification

Distal Body pH : Prox UES-21
Acid Classification

[Nonacid

|Acid v

Study Metrics

/| Automatic m

Selecta
Study

Review and
Correct Annotations

Run
AutoSCAN

Review
Study

Each measurement should be
checked for level accuracy. The
Move To Measurement feature can
be set to LPR/Full Column to aid in
this review.

The Measurement Metrics will designate the level
reached by the reflux episode as Distal, Full
Column or LPR. If the episode reaches the LPR
level, it will further be described based on the pH
data. LPR Acid/Nonacid would be the label for an
episode that reached the LPR level of Z1 with pH
below 4.0 at the distal sensor and pH above 4.0 at

Create
Report

J the pharyngeal sensor.

Help



Review Study

Study Metrics

|| Automatic

( Pharyngeal pH (1)

| Distal Body pH (27)

Resting (3)

Z Reflux (70)

Full Study (All Meas.)

All Reflux
Upright Episodes

Total Episodes
Distal

Recumbent Episodes

Full Column

LPR Acid/Acid
LPR Acid/Nonacid
LPR Nonacid/Acid

Total LPR

LPR Nonacid/Nonacid

21:25:02

The Study Metrics and report will
indicate the number of Full Column and
LPR episodes in the study with the LPR
episodes further defined by pH.

Reflux Episode Activity (Liquid Impedance)

More LPR data are detailed

Total in the report.
Upright Recumbent Total Normal
All Reflux (Conv.) 41 29 70 =48
All Reflux (Lyon)* 41 29 70 <40
i 20 18 36
Full Column 9 6 15 <4
Total LPR 12 7 19 <0
LPR Acid/Acid 3 1 4
LPR Acid/Nonacid 9 6 15
LPR Nonacid/Nonacid 0 0 0

* Pathologic> 80 supportive of diagnosis of GERD; 41-80 is borderline, needs alternate evidence for condlusive diagnosis
of GERD

Symptom Correlation to Reflux (Impedance)

FullColumn agﬂux agﬂux
Symptom Count Distal SI Sl LPR SI Sl SAP
Cough 12 16.7% 250% 250% 50.0 % 995 %
Mean Nocturnal Baseline Impedance (MNBI)
, | Measurement Metrics 1] AutoSCAN will create three 10-minute Resting
e o measurements around 1A.M., 2 A.M. and 3 A.M. if
. Resting the patient is marked as recumbent. The software
&l Body 25 ProxlEsss 1176 ot will keep the measurement away from reflux
- Bom I o3 . episodes. The reviewer may need to move the
, | measurements away from swallow activity. In each
B Resting measurement, the average ohms in Z5 are
I“ given as a baseline value. The three baseline values
B3 are averaged to obtain the MNBI value. The MNBI
- Study Metrics t utomare (1] value is displayed under the Resting tab in the
, “‘””’”‘“’ e Study Metrics and in its own section on the report.
- . ” v Value Normal
Resting
: | ‘ ‘ wﬁ MNBI at Z5 (Lyon 2.0) 942 ohms > 2500

Average baseline ohms measured in Z5
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Review Study

MNBI Analysis Level Z5

f Both

745

Z6

Measurement Metrics

Resting 3

Resting

Value

Body 75 : Prox LES+5
Baseline

Body 76 : Prox LES+3
Baseline

841 ohms

581 ohms

Study Metrics

|| Automatic

Distal Body pH (43)

1

Z Reflux (65)

Resting

Value Normal

MNBI at Z5 (Lyon 2.0)
MNBI at Z6

816 ohms > 2500
779 ohms

Value
816 ohms
779 ohms

MNBI at Z5 (Lyon 2.0)*
MNBI at Z6

Review and Run
AutoSCAN

Selecta
Study Correct Annotations

Normal
> 2500

Review
Study

Some may choose to view the MNBI calculation

from the Z6 level, or from both Z6 and Z5 for

comparison purposes. To change which level is
analyzed, displayed and reported from the MNBI

metric,

« Navigate to the Properties page,

« Expand the Analysis section,

. Select the MNBI level or levels of choice.

MNBI calculated and displayed at
both levels in the Study Metrics
once enabled.

If a report was previously
generated before a change in the
MNBI setting, regenerate the
report to include the new data.

MNBI data for both Z6 and Z5
included in the report.

Create Help
Report
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Create Report

Review Study Metrics.

Study Metrics

e
Resting (0)

Full Study (All Meas.)

Z Reflux (65)

Distal Body pH (43)

All Reflux
Upright Episodes
Recumbent Episodes
Total Episodes
Time Analyzed

Acid

Upright Episodes
Recumbent Episodes
Total Episodes

Time Analyzed

Nonacid
Upright Episodes
Recumbent Episodes
Total Episodes
Time Analyzed

56
9

65 <

22:38:41

45

8

53
22:38:41

1

1 J

12
22:38:41

Enter Study Summary Data.

Study Metrics || Automatic im‘
Study Summary
On Acid Suppression Therapy Off
Duration 24:07:03 h
Upright Time Analyzed 16:45:35 h
Recumbent Time Analyzed  5:53:05 h
Total Time Analyzed 22:3841 h
Notes Study done for pre-op evaluation.
Impressions
Diagnostic Tags 8
Diagnosis
Selecta Review and Run Review
Study Correct Annotations AutoSCAN Study

The Study Metrics are located on
the right side of the study tabulating
all data during the study period.

The Study Summary section below
the Study Metrics provides fields to
enter any Notes related to the
study. Physicians can enter
Impressions and Diagnostic
information to be included on the
final report.

Editing can also be done directly
on the report. Once the report is
saved outside of Zvu, it can be
added back to the study.

24
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Create Report

Create Report.

Click on the Reports icon on the toolbar and
select Generate Reports to create the report(s)
that were selected in the workflow.

To change the designated report template,
select Manage Templates.

.................. %* Generate Reports... Data
[ rn— = Meal
__________________ Add Reports.. Recnbent
5 o s IO Chest Pain
------------------ Available Reports: Heartburn
.................. Regurgitation
None
A
Send Reports... =
i B Manage Templates.. - rox
§ ' - ™ + 17.0:!1!\
- '-.él- S S = = L] £ 1

Select Template.

Report Templates

Once the desired template is selected,

Manage Report Templates

click Save. Report templates will reflect
normal values based on the age of the

Standard - ZpH DeMeester
("] Standard - pH-Only Boix Ochoa-Vandenplas Summary
("] Standard - pH-Only Boix Ochoa-Vandenplas
("] Standard - pH-Only DeMeester Summary

("] Standard - pH-Only DeMeester

("] Standard - ZpH Boix Ochoa-Vandenplas Summary
[C] Standard - ZpH Boix Ochoa-Vandenplas
("] Standard - ZpH DeMeester Summary

patient and the selection for Acid
Suppression Therapy set for the study
on the Patient Management screen.

v Indicates updated report template; click to load updates into current Study.

Generate Report.

Generate Reports...
Add Reports...

Available Reports:

-1 Data
-{ Meal

-{ Recumbent

-1 Chest Pain

-{ Heartburn

-1 Regurgitation

After a review or change has been
made under Manage Templates, select
Generate Reports.

None
Send Reports...
ﬁ Manage Templates...
Selecta Review and Run Review Create Help
Study Correct Annotations AutoSCAN Study Report




Create Report

Report Format.

A report pop up menu will open when
reports are generated. Select a report

- Geneme Repms"' ----|  from the Generated list and review data.
Add Reports...
Generated:

Standard - ZpH DeMeester.docx (saved: 10/04/2019 10:46) E]
Standard - ZpH DeMeester.pdf (saved: 10/04/2019 10:46) @ |

Send Reports...
Manage Templates...

Review Data.

Delete Files
- . Diversatek Healthcare, Inc
Riversatak s e e OO
Suite 500
Healthcare Highlands Ranch, O, 80129
800.558.6408, 303.470.7020 www diversatekhealthcare.com 1 report(s) added.
| Reflux Monitoring Report Do you want to delete the
Patient \\denserv-fs\UserShares\woconnor\Desktop
I Gender  Female Physican \Edited Reports\Edited - ZpH
PatientMR  Sample DOB (Age)  05/11/1972 (35 yrs) | Referring Physician 5
Vst ’ o Aoqundly” DeMeester.docx file(s)?
BMI - Probe Used o1
Acid Suppression \
Patient History
Symptoms / Indications Endoscopic Findings ‘ ]
- Yes
Medications Other Findings
Notes

‘GER Z Challenge 01 probe 09-10-2007 00
Findings

Acid Exposure

Distal Body pH: Prox LES+5 = ront Recumbent

Upright _ Normal _ Recumbent Nomal __ Total  Nomal

st wic PR - IIERCLE - IS S+ 1% GenerateReports..  FT

Pathlogic> 0% concusiv o pathlogic GERD: 4.0 % s bcerine. neecs fagnosis of ::- Add Reports... ::.

Composite Score (normalized for24hours) L E e

Debester e Generated: e

Reflux Episode Actvity (L Inpedance) “IB  Standard - ZpH DeMeesterdocx (saved: 10/04/2019 1046) x| |
Total

A Rt (Conw) Lot . i fomd — B Standard - ZpH DeMeester.pdf (saved: 10/04/2019 10:46) @

All Reflux (Lyon 2.0)" 56 9 =3 <40

* Pathologic > 80 is adjunctive evidence of objective GERD; 40-80 is inconclusive for GERD as a stand-alone metric

c ion to Reflux Added:

. ot sy N MR R R Edited - ZpH DeMeester.docx (saved: 10/04/201910:59) (]

o A T T A .

Regurg 1 1 0 1 1000% 907 %

Mean Nocturnal Baseline Impedance Send Reports...

::::lu‘amzur ‘;’s‘:ax ?'3'5'«';' e Manage Templates...
If editing directly on the report, first Save the doc If the report is edited and saved by the user, the
file to a desktop folder, then proceed with edits. saved report will contain patient identifying

End with a final Save. After exiting the report, click  information. The report should be added back to

on the Reports icon again and select Add Reports the study so that the software can encrypt the

to bring the edited report back into the study. information. It is recommended that the saved
unencrypted copy should be deleted once the
report is added into the study to protect the
patient's data.
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Help

FY 2| < For additional details click the ? icon on the

Help.. right end of the toolbar to access Help.

What's New in Zvu...

PriZm Central Unit for Zvu Manometry Installation and User's Guide

inSIGHT Ultima System with Zvu Installation and User's Guide @
MiVu Endo Cap System User's Guide and Instructions for Use
MiVu Balloon Probe System User's Guide and Instructions for Use
ZepHr System with Zvu User's Guide

Zyu Training Guide: Common Features

Zvu Training Guide: Esophageal Manometry Studies

Home Screen

Patient Management
Download a Study

e Import
* Export
General Help The Annotated Index will
« Tips for General Use 7 navigate to the full Help list.

* Migration (from prior Zvu version)
Migration if connected to a Network
e Probe Care

Annotated Index (site map)

ABCDEFGHIJKLMNOPQRSTUVWXYZ *Type Ctrl-F to Search

Acid Classification (reflux) - different pH classification options.
Acquired By - where and how to populate this list for later selection when setting up a study.
Analysis - features for reviewing, editing and reporting of each study type.
o Esophageal
o Mucosal Integrity
o Reflux
Analysis Sections - each section of the analysis screens.
o Esophageal
o Reflux
Analysis Steps - the order of operations for analysis
o Esophageal
o Reflux
Annotation Add-Delete-Change (reflux) - steps to change annotations in a reflux study.
Annotation Area - the area where annotations are displayed.
o Esophageal
o Reflux
Annotations - event notations at a fixed time in the study.
o Esophageal - toinclude swallow types, symptoms, comments.
o Reflux - toinclude symptoms, meal periods, position changes
Archiving_Studies - steps for archiving studies for storage.
AutoSCAN - an artificial intelligence software feature that searches the entire reflux study and creates measurements in areas where reflux is noted.
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Innovations in Clinical Education

Diversatek Healthcare offers a variety of sources to learn more about our technology,
covering:

. MiVu™ Mucosal Integrity Testing

«  Zvu® Esophageal Manometric Studies

- BioVIEW® Anorectal Manometric Studies

«  Zvu®Impedance/pH Reflux Monitoring Studies

Diversatek™ University On-Demand

Our newly enhanced on-demand training and education platform contains free content on
all Diversatek studies and testing systems. Included are tutorials providing step-by-step
guidance to develop skills in data acquisition, study review and report generation. Visit
Diversateku.com for full access.

Denver Training Center

Our Technical Research & Training Center offers a number of product training courses

to provide clinical users with the knowledge and skills necessary to effectively acquire
and analyze studies. Email us at clinicaleducation@diversatekhc.com to learn more about
our Denver course offerings.

Webinars

Diversatek Healthcare is proud to present a series of live, interactive discussions on topics
related to Diversatek technology. Each webinar includes a didactic session followed by an
open discussion. All webinars are recorded and posted in Diversatek University for easy
reference. Visit Diversateku.com to access an archive of our most popular webinars.

Personalized Training
Onsite Training

Diversatek Healthcare Clinical Specialists deliver product support to suit your specific
needs — on your schedule. Specialists are onsite at your facility to train and support you
on your Diversatek Healthcare technology. Training is conducted as you work through
patient cases, acquire and analyze patient data, and create patient reports.

Virtual Coaching

Online and in real-time, Diversatek Healthcare Clinical Specialists work with you via
screen sharing to provide study-specific data review and report generation coaching for
your more difficult studies.

Email us at clinicalsupport@diversatekhc.com to schedule an onsite or virtual session.

Divarsatek

Healthcare

Advancing Gl care by driving science, developing and delivering
solutions, and providing unmatched clinical support.

DiversatekHealthcare.com

P 800.558.6408 or 414.265.7620

Corporate Headquarters Technical Research & Training Center
102 East Keefe Avenue 9150 Commerce Center Circle, Suite 500
Milwaukee, WI 53212 USA Highlands Ranch, CO 80129 USA
orders@diversatekhc.com technicalsupport@diversatekhc.com
sales@diversatekhc.com clinicalsupport@diversatekhc.com

clinicaleducation@diversatekhc.com
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Learn more from
your personal product
representative at
800-558-6408



