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1 Q Then did you apply for FDA approval for
2 Scarlet S?
3 A Application for FDA, actually that product
4 was Scarlet SRF.
5 Q So is this your testimony, that you didn't
6 apply for FDA approval for Scarlet S?
7 A (In English) Scarlet S, I don't remember
8 exactly. But as to device to apply — to apply
9 FDA, the Scarlet maybe S, and then Celfirm,
10 Celfirm and then Scarlet SRF, and then later
11 Sylfirm X.
12 Q What is the spelling of Celfirm, Celfirm?
13 A C-E-L-F-I-R-M. C-E-L-F-I-R-M.
14  Q You testified earlier that you changed the
15 power level from voltage to wattage to joules; is
16 that correct?
17 MR. SANDERS: Objection. Ambiguous.
18 A (In English) I cannot understand
19 question.
20 Q You testified earlier that power level can
21 be expressed in wattage, also in joules; is that
22 correct?
42

A What I meant was that in user manuals it
is expressed in joules, but when engineers make
things they usually use wattage. But then to know
the watt, you actually have to measure the voltage
to know it properly, so... And then in the end,
it can be expressed in joules.

Q Before the break you testified that the
conduction time was different between Scarlet and
9 Scarlet S; is that correct?

10 A (In English) Yes.

11  Q How is it different?

12 A For Scarlet, it had a wider range. So it
13 had more — it had greater numbers, whereas
14 Scarlet S had three.

15 Q What do you mean by the conduction time?
16 A (In English) Itis — conduction time

17 means the duration of conduction with the electric
18 signal.

19 Q What kind of electric signal?

20 A (In English) Scarlet S is a single radio
21frequency. AC RF, alternating current radio
22 frequency.

00 AN AW N -
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(Through Interpreter) The electric signal
used for Scarlet S was AC RF. AC standing for
alternating current.
Q What do you mean by alternating current
radio frequency signal?
A Alternating current normally referred to
as polarity, switching between plus and minus,
plus and minus, up and down.
Q My question was what --
10 LEAD INTERPRETER: Pardon interpreter.
11 Positive and negative versus positive and minus.
12 Q My question was: What did you mean by
13 alternating current radio frequency signal?
14 A (In English) Okay. Electricity, the AC
15 alternating current electricity, the AC frequency
16 can alter — alternate at radio frequency, and -
17is that okay? Did I say that?
18 Q So youmean AC RF means AC frequency
19 alternating at radio frequencys; is that correct?
20 MR. SANDERS: Objection. Ambiguous.
21 A Yes. Ifind it ambiguous. RF -- at RF,
22 current can alternate at radio frequency. And AC
44
1 frequency may be the same as RF frequency or
2 may — may be different. So because of that, I
3 cannot definitively say this is that or that is
4
5
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that.
Q What is the difference between AC RF and

6 just RF?
7 A Well, for RF there are DC RF and also AC
8 RF method as well.
9 Q What is the DC RF?
10 A (In English) Direct current, DC, DC means
11 direct current. DC RF is the polarity.
12 (Through Interpreter) So for DC RF
13 polarity remains constant, so remains the same.
14 So to be more precise, DC refers to
15 polarity of the electrode being constant.
16 Q Dr. Na, I asked the meaning of DC RF, not
17 DC.
18 MR. SANDERS: Objection. No question
19 pending.
20 \ Ma'am, I just did my best with my answer
21 as a medical doctor.
22 Q Do you understand you claimed AC RF in
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Q Then what will be the scientifically
correct way to explain it?
A For example, it's reversible when it's
less than 60 degrees. Mostly people tend to
believe it's between less than 55 to 60 degrees,
it's reversible, and it says otherwise in other
places, but here in this document, it's less than
40 percent. I think it's incorrect.
Q Here in the middle, is this --
10 LEAD INTERPRETER: By the interpreter,
11 correction. Less than 40 degrees instead of 40
12 percent.
13 Q Inthe middle it says: Coagulation (58 to
14 85 degrees C).
15 Do you see that?
16 A Yes.
17 Q Do you think this is a correct
18 representation?
19 A So in terms of the temperature for
20 coagulation, it will say something else in
21 different literatures, and in some other
22 literatures it will say about the same thing, but

O 0NN R W -
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1 Idon't--so I don't know, but just based on this
2 alone, I cannot conclusively say this is incorrect
3 representation. I cannot say that because
4 different literatures will say different things.
5  Q So what other temperature range or
6 different literature would say about coagulation?
7 A (In English) I don't remember.
8  Q When you use Scarlet S machine to
9 coagulate the tissue around each needle, what
10 temperature do you aim to reach in the tissue?
11 A Idon't quite understand your question,
12 and having said that, if you think that we have
13 spent enough time today, although I do not have a
14 watch so I cannot tell the time, can we rest
15 today?
16 MR. SANDERS: If you're tired, Dr. Na, we
17 can go off the record.
18 THE WITNESS: (In English) Yeah. I'm
19 tired.
20 MS. CHOI: We can take a short break
21 and --
22 MR. SANDERS: I think we're going to be
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done for the day. We won't be coming back
tonight.

THE VIDEOGRAPHER: Shall I take us off
record?

We are going off the record. The time is
18:36.

(Off the record at 6:36 p.m.)
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