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DECLARATION OF BLOOD PRESSURE MEASURING DEVICE EQUIVALENCE 2006

A SIGNEE COPY WILL BE POSTED ON THE wiviw,dabled usational.ong WEBSITE

SECTION A - Pleasc complate all items onfine.

I Albert Lee Director ol Health & Tife Co,, T4d.
e of 2 Company Ciractar Camgany namea

hereby state that there are oo differenees that will affect blood pressure measuring sccumey betwecn the
Braun Exact Fit Plus BP3S00

Bloor pressure measurng devdics for which walkdatan Iz cleimad

blood pressure megsuring device and the

HLRGREA

Euizhing validated bloed pressira maesuning desios

blood pressure measuring device, which has previously passed the GSH prolocol, the results of which were published
as fallows

Han-E Chen, Yan Cui, Chang-5heng Sheng, 1i-Huas Ti, Yan Li Ti-Guang Wang
AIors(s)
Vahidation of the Healthy & Life HL 3636 A blood pressure sonitar for horne blood pressorc

mcnitorng according to the European Sociely of Hyvperdension Infemational Protocol

Tille:

Waolters Kluwer Health/Lippincsi Williaoms & Wilkins 2008, Vol 13 No 5. Pagre 305-308

Pulicallon ¥aar Volme Pages

The only differences between the devices involve the following components:
[Vihen & coripoiend is not relevent, both Yea and Mo shoud be 12l Bank. Flease grovide dedzils on any differencas telov)

Part T 1 Algotithm for Oscillometric Measurements Yes O No H
2 Algorithm far Ausculiatory Measurcmonts Yes [ Ne O

3 Artefact/Error Detestion Yes [ No W

4 microphone(s) Yes [ Ne O

5 Pressure Transduscer Yes [0 Nol

fi Cuff or Bladder Yes NeO

7 Inflation Mechanisim Yes [ Nell

B Dreflation Mechanism Yes [ No [l

Partli 9 Moadel Name or Number Yes No [0
io Casing Yes W No O

11 Display Yes [l Mo ]

12 CarrvingMounting Facitities Yes O . NeO

13 Software oiher than Algorithm Yes [l No [

14 Memory Capacity/Number of stored measurements Yes M No [

15 Printing Facilitics Yes O No [l

14 Commumnication Facilities Yes [ No

17 Povweer Supply Yes [l Ne O

18 Olher Facilities Yeu [l Mo [

Brcf cxplanation of differences and further rolovant dotails:

a  Itcrn 6 BU5000 nse universal eutt (9177 HLEGEBA uze nonnal enff (9-13") and large eutt (1371771, Base on the
test resuli feorm our Inbernal Clinfeal Report in the attached file, we think and confinm that our universal cuff does not
itnpasd the device accuracy.

Iem 2 Model name and number are different {han llLJS«ﬁSBP;..
item 10 The devics extemal and dimension are different Lhan 1LLERER A
Teem 11 LCD size snd syvmbols acc different than HLEGSBA,

c.  Meml3 BEIP00 can caleulate the full day, moeiing, or evesing averaze dunng last 7 days. HLEGEEA can caleulate the
average of last 3 memaries,

£ Itemld BISGOG memory capagity 99 single user. HLEGRBA 3 nser 80 memories each,
g ItemIT BP0 power uies four A batieries only. HLEGRBA can use baltery or adaptor,

e
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h.  lismn 18 HLRS3BA has other facilities sueh as lmegulur Heartbeat detector, Sclf-management, Temperature delcet, and
PC-Link, BPSHM0 hag Imogular Heartbeat detectar. This facility and HLBGSBA s facility arc the same. Those other
facilities den’ alTec! the measuroment algorithm.

SECTION B - Complets ull items, har sjgnatuncs and scalonline and print. Sign amd swi il then send the original slong with manpals
for both devices 1o cur address bele

Stgnature of Director Compeny Stamp'Seal
Maine ATHERT [_EH
Diates Janpary 28, 20140
‘* / Solp ! ﬁ
Sipnature of Wiiness %_W
Name BILL HUAMG {
. Address . 9F,. Mo, 136, Jian ¥i Road, Chung Ho City 23553, Taipsi, Talwan
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Comparison of the Braun BP5900 with the Health and Life HL868BA

Devices Braun BP5900 Health and Life HL868BA
Pictures
|
ﬁ“ﬁ_ I‘E«
Validation ESH
Device 1 Criteria Up and down buttons 10
Self diagnosis (Set thresholds, BPs flash if HBP, © if OK) 10, 11, 13
Multi-measurements (3 or 5 continuous measurements) 10,11, 13
Time and temperature display in standby mode 11, 13
3-measurement or 5-measurement median 13
Power: Optional AC adapter 17
Same Criteria Accuracy = 3 mmHg 1,5 | Accuracy * 3 mmHg 1,5
Oscillometric measurement method 1,5 | Oscillometric measurement method 1,5
BP 0 mmHg to 300 mmHg, Pulse 40-199 bpm 1,5,7,8 | BP O mmHg to 300 mmHg, Pulse 40-199 bpm 1,578
Semiconductor pressure sensor* 5 | Semiconductor pressure sensor* 5
Automatic Inflation and Deflation 7,8 | Automatic Inflation and Deflation 7,8
Deflation: Automatic exhaust valve 8 | Deflation: Automatic exhaust valve 8
Mode button 10 | Mode button 10
Single screen LCD display 10 | Single screen LCD display 10
Start/Stop button 10 | Start/Stop button 10
Memory button, memory symbol 10,11 | Memory button, memory symbol 10, 11
Date/Time Display 11 | Date/Time Display 11

During Measurement: Inflation, Deflation & Heartbeat Symbols 11

During Measurement: Inflation, Deflation & Heartbeat Symbols 11

Measurement error symbol 11 | Measurement error symbol 11
Irregular heartbeat detection & symbol 11,13 | Irregular heartbeat detection & symbol 11, 13
Low battery symbol 11,17 | Low battery symbol 11,17
Power: Automatic switch-off when not used for 1 min 17 | Power: Automatic switch-off when not used for 1 min 17
Comparable Criteria | Cuff: (Arm circ. 23 to 43 cm) 6 | Cuff: (Arm circ. 23 to 33 cm) 6
Memory: 99 measurements 11,14 | Memory: 80 measurements x 3 users (zones) 11,14
Power: 4 “AA” batteries ~ 250 measurements 17 | Power: 4 “AA” batteries ~ 300 measurements 17




Comparison of the Braun BP5900 with the Health and Life HL868BA
Devices Braun BP5900 Health and Life HL868BA
Device 2 Criteria Average Button 10
Set Button 10
Morning hypertension symbol (set thresholds) 10,11, 13
Evening average and symbol 11,13
Morning average and symbol 11, 13
7-day average 13
Web link
Comments * Not in the manual but supplied on data sheets

Eight queries were sent to the initial application, which included extra information. These are shown below with each Query, Response and Comment
numbered according to the communication number. In three cases (#4, #6 & #7), the explanation was accepted. Two of the responses (#1 & #2) conflicted
with the manuals and they were queried further. For the remaining three (#3, #5 & #8), a new corrected application was required. A new application was
returned and was fine for all but for some minor errors.

The company “Kaz”, mentioned in some responses, is the OEM manufacturer of both devices.

1 Queryl

Response 1

Query 2
Comment 2

2 Queryl

Response 1

Query 2

Comment 2

3 Queryl

Response 1

The difference in the Printing Facilities option (#15) is ticked as Yes in the application form. There do not appear to be printing facilities
on either device.

Printing facilities option (#15) was ticked off as “yes” because the printer which makes the owner’s manual and other packaging items is
different than the HL868BA.

Can you please point out where the printing facilities are described in the manuals?

The Printing Facilities option (#15) is ticked as No in the new application form.

The difference in the Communication Facilities option (#16) is ticked as Yes in the application form. Furthermore, a USB cable to link the
HL868BA to a PC is stated in the additional information provided. Yet there is no information available in the manual.

The USB cable or PC link feature is only available on H&L model HL868BA not available for Kaz models. This is why we do not mention it in
the owner’s manual.

Where is the USB port in the HL868BA? It is not mentioned in the manual and there is no information available in the Health and Life or
other websites.

The Communication Facilities option (#16) is ticked as No in the new application form. However, “PC-Link” is erroneously included in as a
difference under the Other Facilities option (#18). However, it is not a measurement or validation matter.

The difference in the Power Supply option (#17) is ticked as No in the application form. Yet there is an optional power supply with the
HL868BA that is not provided with the BP5900.

The Kaz models do not have an optional power supply. The power source for HL868BA and Kaz models are the same; both use 4 AA 1.5V
alkaline batteries.

Page 2 of 4
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Comment 1 Explanation accepted. However, this should have been ticked as “Yes” with the explanation that an optional AC adaptor is available only
with the HL868BA.

This must be corrected in a fresh application form.

Comment 2 The Power Supply option (#17) is ticked as Yes in the new application form and the explanation is provided.
4 Queryl The measurement range for blood pressure, for both devices is 0-300 mmHg in the manuals but 40-280 mmHg in the additional
information provided.
Response 1 These devices are designed to measure blood pressure values ranging 0-300 mmHg (range of inflation), and 40-280 mmHg is range of
measurement.
Comment 1 Explanation accepted
5 Queryl The "Average display" claimed, in the additional information provided, as a feature of the HL868BA, does not appear to be in the
manual. A facility for measuring 3 or 5 measurements and returning the "middle one" (presumably the median) is described in the
manual.

Response 1 The “Average display” for Kaz models is different than H&L’s model as indicated in the application (#13 & #14). Kaz’s “Average display”
feature specifications are explained in the owner’s manuals.

Comment 1 Iltems #13 and #14 are ticked as “Yes” but the application does not provide a paragraph for each “Yes” clearly stating what the
differences are. Instead, a matrix is provided from which one has to try and work out what which differences match which “Yes”. In this
case, there is a row in the matrix labelled “Average display” which is marked as “Last 7 days (Morning / Evening) data average” for the
BP5900 and “Last 3 memories” for the HL868BA.

Although “average” can mean any type of “typical” measurement, it is usually taken to mean the “mean value”. The manual for the
HL868BA describes a “multi-measurement option in which 3 or 5 measurements can be taken automatically in succession and “after all
measurements have been taken, the middle reading of each Systolic, Diastolic and Pulse reading will be displayed on the screen.”. These
“middle readings” presumably refer to the medians. Though medians are, indeed, averages, “Average display — last 3 memories” does
not accurately describe this feature.

On the other hand, the “correct 7-Day Average result”, available in the BP5900, presumably means the arithmetic mean of the “full day
averages” (also presumably the arithmetic means of the BPs during each day) taken during the preceding 7 days. Similarly, though no
definitions of “morning” and “evening” are provided, the “morning average” and “evening average”, presumably mean the arithmetic
mean of the daily am readings (themselves the arithmetic means of the BPs taken from 00:00 to 11:59) during the preceding 7 days and
the arithmetic mean of the daily pm readings (themselves the arithmetic means of the BPs taken from 12:00 to 23:59) during the
preceding 7 days.

The devices provide very different averages both in kind and scope. This must be described correctly in a fresh application.

Comment 2 The response in the new application form states “BP5900 can calculate the full day, morning or evening average during last 7 days.
HL868BA can calculate the average of last 3 memories”. The median facility is not added. However, it is not a measurement or validation
matter.

6 Queryl The 12hr or 24hr option for the BP5900 clock claimed, in the additional information provided, does not appear to be in the manual.

Response 1 12hr or 24hr option is not mentioned in the owner’s manual as this is pre-set at the factory (H&L). The user does not have the option to

set 12hr or 24 hr. This option is for internal use only and is set at the factory pending the region the device will be sold. So all units
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Comment 1

7 Queryl

Response 1

Comment 1

8 Queryl

Response 1

Comment 1

Comment 2

shipping to USA will be pre-set to 12hr and all units shipping to Europe will be set at 24hrs.

Explanation accepted

The Deflation time, Deflation rate of air leakage, and Specification of pressure do not appear to be in the manuals. From where does this
information come?

Our products were designed per EN1060-1 & EN1060-3 protocols, which are engineering specifications and aren’t printed in the user's
manual.

Explanation accepted

The cuff size, in the HL868BA manual, is suitable for arm circumferences in the range 23-33 cm/9-13 inch, and a warning to this effect is
included. However, the paper validating the HL868BA and the manual for the BP4600 state that a larger cuff, for arm circumferences 33-
43 cm, is also available. The manual for the BP4900 and BP5900 states that a single 23-43 cm/9-17 inch cuff is provided. In the additional
information provided, this cuff is declared for both devices. The HL868BA was not validated with this new cuff covering a wider arm
circumference range. The difference in the Cuff or Bladder option (#6) is ticked as No in the application form.

I confirm the BP4900 and BP5900 are equipped with a single 9-17 inch cuff. Aside from the arm circumference, the cuff is equal to two
approved cuffs in the ESH journal. Cuff/bladder option may have been ticked off incorrectly.

The application must be corrected. The “No” in the application form is incorrect. This is an important difference. The large cuff was only
used in one patient in the study. Furthermore, a single cuff covering a wide range of arm circumferences is not necessarily the same as
separate cuffs each covering narrower ranges.

A separate internal validation was carried out by Health and Life to validate the HL868BA with the universal cuff.

Recommendation

Equivalence is approved

Date

25/06/2010




