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Dockets Management Branch,

Food? and Drug Administration,

Depértment of Health and Human Services, rm. 1-23 |
12420 Parklawn Dr.

Rockville, MD 20857

Citizen Petition

The undersigned submits this petition under 21 CFR 898.14 of the Federal Food
and Drug Administration, Department of Health and Human Services to request

the Commissioner of Food and Drugs to issue an exemption.
Action Requested
Our request is for exemption to the 898.12 performance standard listed below:

Any connector in a lead having a conductive connection to a patient shall be
constructed in such a manner that no conductive connection of that part of the
said connector which is remote from the patient can contact earth or possibly

hazardous voltages.
Statement of Grounds

Hako-Med distributes a vasopneumatic device (VacuPulls/VasoPulse 510k
K981116) that works in conjunction with an electromedical therapy device.
Vacuum hoses connect to the vasopneumatic device and to flexible suction cups
that have electrodes built-in. Some of the hoses have a wire that runs current
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from the electromedical device that the vasopneumatic device is connected to to
the patient. The hose also provides suction from the vasopneumatic device that
fix the cups to the patient. The ends of the hoses that insert into the
vasopneumatic device have exposed metal and would seem to fail the 898.12
perfdrmancé standard. However, the suction power from the vasopneumatic
device is what makes the vacuum cups (electrode) stay in contact with the
patient. It is not possible to place the electrodes on the patient without the tubes
being inserted into the operating vasopneumatic device. Once the ends of the
hoses are inserted into the vasopneumatic device there are no exposed metal
parts to come in contact with any outside power source. Additionally, when the
hoses are removed or the vasopneumatic device is turned off the electrodes
immediately fall off of the patient.

It may be possible for the person administering the treatment to fix the cups to
the patient with some other mechanical aid such as tape or strapping. This
would already be a serious error on the behalf of the therapist and then to
attempt to insert the tubes into an AC outlet would be considered murder.
However, if needed we can add a remark in the operating manual that no straps,
tape, or other mechanical aids are allowed to fix the vacuum cups to the skin.

The device PalJet 510K K973663 uses the same vacuum hose from the same
manufacturer that Hako-Med utilizes and has already been granted an exemption
based on this same reason.

Environmental Impact

There would be no environmental impact.
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Certification

{ The undersigned certifies, that, to the best knowledge and belief of the
undersigned, this petition includes all information and views on which the petition
relies; and that it includes representative data and information known to the
petitioner which are unfavorable to the petition.

>

Kai Hansjurgens / 7
President

Hako-Med

537 Cummins St.
Honolulu, HI 96814
(808) 596-4529

S

Web Site www.electromedicine.com ® E-Mail info@electromedicine.com




TECHNOLOGY FOR A NEW TOMORROW

537 Cummins Street
Honolulu, HI 96814
Tel (888) 913-7900
Fax (877) 913-7900

Web Site www.electromedicfne.com ® E-Mail info@electromedicine.com

P—



u.s, POSTAGE

“Tpald

\ l HONOLULU,HI
1 9681‘3

| APR 23,702

537 Cummins Str‘zegBM ,,; \
- = il =

fREAIAAS VI i UU TR .

|
|
|

POSTAL SERVICE ? ‘i
. |

Honolulu, Hawaii
UNITED STATES !
00033742-06”,.;

888-913-7900

: www. hakomed.com , ‘
- ~ ERE CE 0000 20857
= | % ”f&, t"lp;.
7001 0320 DOOY 5751 8225 &
[/ | Lalilllalubilil bl .
l/ﬂ/ Dockets Management Branch, T
° 0 : Food and Drug Administration,
o 0[/['/ Department of Health and Human Services
Rm. 1-23 T9
: U 12420 Parklawn Dr. 01 Wd /sog-vay
I/ﬂ/ Rockville, MD 20857 W3
l o
[rt P =
I —
¢ I =B
=W
REy, g £ Eféﬁ
e § g 55§
~ou 4B =>
5z = Obiy
o
E B K 20/6z/mp
Advanced Clinical Education ® Locarl mop: ve-
The Revolutionary Horizontal Therap

8

rs

£Ms



