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ITEM NO. PART NUMBER DESCRIPTION QTY. REVISIONS
] 6168 Silicone Sheet 10mm x 20mm 2
5 6169 CUff Electrode - 18mm 5 REV. | ECO DESCRIPTION DRAWN BY DATE
3 6170 Suture - 35mm 2 0.1 INITIAL RELEASE F. ROBERTS 11 MAR 2023
4 6171 Silicone Tubing 13 mm
) 6089 3 mm Contact 1
6 6090 1.5 mm Contact 2
7 6085 Outer Tubing L2
8 6153 PEEK Inner Tubing 10 mm
9 7065 Loctite M-11FL Urethane Adhesive| A/R DRAFT
10 7073 Silicone Adhesive, MED-2000 A/R
12 5036 2 Filar Call L1
T g
] ( - A It 7 7 / 4
1
UNLESS OTHERWISE SPECIFIED: MED—ALLY
DIMENSIONS ARE IN [MM] / INCHES
s TiE:
ANGULAR: MACH+.5 BEND +
NOTES: THREE PLACE DECIMAL +[0.100] / 004 Bipolar Cuff
1. LT =15cm - 100cm DO NOT SCALE DRAWING
2. L2 =12.8cm-97.8cm PROPRIETARY AND CONFIDENTIAL
NexT Assemb|y THE INFORMATION CONTAINED IN THIS SIZE DWG. NO. REV
EEUSEET B e o)
\\Q/EETOESIE:TEEE'JV-HSSDN orMER ALY SCALE: 5:1 SHEET 1 OF 6




DRAFT

Two Filar Coil

4

Next Assembly

UNLESS OTHERWISE SPECIFIED:

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES:

FRACTIONAL £

ANGULAR: MACH#.5  BEND
TWO PLACE DECIMAL  £[0.20] / .008
THREE PLACE DECIMAL +[0.100] / .004

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS
DRAWING IS THE SOLE PROPERTY OF
MED-ALLY. ANY REPRODUCTION

IN PART OR AS A WHOLE WITHOUT THE
WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED.

MED-ALLY

TITLE:
Bipolar Cuff
SIZE DWG. NO. REV
B 3018 0.1
SCALE: 10:1 SHEET 2 OF 6



DRAFT

Proximal End

4

SECTION C-C
SCALET10: 1

[3.000]
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~0.05

[1.245]

[1.500]
0.06

[0.508]
0.02

Detail B
Scale 10:1

Next Assembly

UNLESS OTHERWISE SPECIFIED:
MED-ALLY

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL TITLE:
ANGULAR: MACH#.5  BEND *
TWO PLACE DECIMAL  £[0.20] / .008 .
THREE PLACE DECIMAL +[0.100] / .004 BIpO|C|I' Cuff
DO NOT SCALE DRAWING

PROPRIETARY AND CONFIDENTIAL
THE INFORMATION CONTAINED IN THIS SIZE DWG. NO. REV
DRAWING IS THE SOLE PROPERTY OF
MED-ALLY. ANY REPRODUCTION B 3018 0.1
IN PART OR AS A WHOLE WITHOUT THE

WRITTEN PERMISSION OF MED-ALLY,
IS PROHIBITED. SCALE: 10:1 SHEET 3 OF 6



DRAFT
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[0.380]
0.01

Distal End

4

[2.500]
0.10

[5.092]
0.20
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[10.000]
0.39

DETAIL B
SCALES8: 1

Next Assembly

UNLESS OTHERWISE SPECIFIED:

DIMENSIONS ARE IN [MM] / INCHES

TOLERANCES: TITLE:

FRACTIONAL £
ANGULAR: MACH#.5  BEND

TWO PLACE DECIMAL  £[0.20] / .008
THREE PLACE DECIMAL +[0.100] / .004

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS
DRAWING IS THE SOLE PROPERTY OF

MED-ALLY. ANY REPRODUCTION B
IN PART OR AS A WHOLE WITHOUT THE

WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 8:1

MED-ALLY

Bipolar Cuff

SIZE DWG. NO. REV

3018 0.1
SHEET 4 OF 6
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0.004
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Layout of Electrodes on Silicone Sheet
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Next Assembly
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UNLESS OTHERWISE SPECIFIED:

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL = TITLE:
ANGULAR: MACH .5 BEND #

MED-ALLY

TWO PLACE DECIMAL  £[0.20] / .008 .
THREE PLACE DECIMAL +[0.100] / .004 BIpO|C|I' Cuff
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL
SIZE DWG. NO. REV

THE INFORMATION CONTAINED IN THIS
DRAWING IS THE SOLE PROPERTY OF

MED-ALLY. ANY REPRODUCTION B
IN PART OR AS A WHOLE WITHOUT THE

WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 9:1

3018 0.1
SHEET 5 OF 6
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UNLESS OTHERWISE SPECIFIED: MED-ALLY
DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL TITLE:
ANGULAR: MACH#.5  BEND *
TWO PLACE DECIMAL  £[0.20] / .008 .
THREE PLACE DECIMAL +[0.100] / .004 BIpO|C|I' Cuff

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS SIZE DWG. NO. REV
DRAWING IS THE SOLE PROPERTY OF B 3018 0.1

MED-ALLY. ANY REPRODUCTION
IN PART OR AS A WHOLE WITHOUT THE
WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 5:1 SHEET 6 OF 6



DRAFT

L1

REVISIONS

REV.

ECO

DESCRIPTION DRAWN BY DATE

0.1

INITIAL RELEASE F. ROBERTS 15 MAR 2023

L3

L2

ITEM NO. PART NUMBER DESCRIPTION QTY.
1 6089 Proximal Contact - 3mm 1
2 6085 Outer Tubing L2, L3
3 6090 Proximal Contact - 1.5 mm 2
5 6175 Distal Suture Tip 1
6 6176 Suture Sleeve 1
7 6081-3 Electrode, 3mm 2
8 6153 PEEK Single Lumen Tube 2mm
9 7065 Loctite /Iz\/\(—j]h]eFSLiVUere’rhone A/R
10 6084 - 4 Inner Tubing L3
11 5036 2 Filar Coill L1

NOTES:

1. L1 =20cm -

100cm

2. L2isdetermined by L1 and L3
3. L3 =3mm-100mm

Next Assembly

UNLESS OTHERWISE SPECIFIED: MED-ALLY
DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL £ TITLE:
ANGULAR: MACH#.5  BEND

TWO PLACE DECIMAL  £[0.20] / .008

THREE PLACE DECIMAL +[0.100] / .004

ECG Lead

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS SIZE DWG NO REV
DRAWING IS THE SOLE PROPERTY OF

MED-ALLY. ANY REPRODUCTION B 3020 O. ]
IN PART OR AS A WHOLE WITHOUT THE
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IS PROHIBITED.
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SCALE: 10:1
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Next Assembly

UNLESS OTHERWISE SPECIFIED: MED ALLY
DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL+ TITLE
ANGULAR: MACH*.5 BEND +
TWO PLACE DECIMAL  +[0.20] / .008 ECG |_
ead

THREE PLACE DECIMAL +[0.100] / .004
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS SIZE DWG. NO. REV
DRAWING IS THE SOLE PROPERTY OF B 3020 0.1

MED-ALLY. ANY REPRODUCTION
IN PART OR AS A WHOLE WITHOUT THE
WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 3:1 SHEET3 OF 5
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[3.000]
0.12

[1.500] [1.245]
0.06, . 0.05

- [0.508]

0.02

[3.253]
0.13

[5.998]
0.24

(8.998]
0.35 N

Detail B
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MED-ALLY
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TOLERANCES: .
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TWO PLACE DECIMAL  £[0.20] / .008
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ECG Lead
DO NOT SCALE DRAWING
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IN PART OR AS A WHOLE WITHOUT THE
WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 8:1

REV
0.1

SHEET 4 OF 5



DRAFT

D2

Dl

P2

>
s/
<
N
>
s
<
N

Proximal Contacts

Distal Electrodes

Pl

Dl

P2

D2

Pl

Next Assembly

UNLESS OTHERWISE SPECIFIED: MED-ALLY
DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL £ TITLE:
ANGULAR: MACH#.5  BEND

TWO PLACE DECIMAL  £[0.20] / .008
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REVISIONS
REV ECO DESCRIPTION DRAWN BY DATE
1.0 21-24 | INITIAL RELEASE | J. GETSINGER |8/17/2021
[0.102 +0.005] WIRE
? 0.0040 +0.0002
»
+0.0076
0.0127 0.0000
+0.0003
0.0005 0.0000
UNLESS OTHERWISE SPECIFIED: MED—ALLY
DIMENSIONS ARE IN [MM] / INCHES
FeACTONAL: TITLE:
TG PIACE DECIMAL < [5.201 008 WIRE, COATED
THREE PLACE DECIMAL #[0.100] / .004 80%P-|-/20%|r
N OTeS: DO NOT SCALE DRAWING
1. WIRE: MED-ALLY PART NUMBER 6088 (80% PLATINUM/ 20% IRIDIUM)
2. COATING MATERIAL: PFOA-FREE PTFE TDHRTI\;IVTSCEA‘/;ATE?r;lo(igggglgggwovls SIZE DWG. NO. REV
/3\ COATING THICKNESS o moseoeo B 5014 1.0
gs’gm;ﬂ%lgs'w OrMER AT SCALE: 150:1 SHEET 1 OF 1

4,

QUANTITY: REFER TO PURCHASE ORDER FOR LENGTHS AND SPOOL SIZES

4 3



[0.10£0.04]
.0040£.0015
\\) /\\)

NOTES:

2. MATERIAL: POLYURETHANE, 55D

4

A REFER TO TUBING LENGTH SPECIFIED ON PURCHASE ORDER

2

- REVISIONS
REV[ECO DESCRIPTION DRAWNBY | _DATE
1.0[21-24 AL RELEASE J. GETSINGER[T2AUG?]
REMOVED MATERIAL FROM NAME, CHANGED 1D
2.0 |21-45| FROM 0.039 TO 0.042 AND DIMENSIONED WALL |J.GETSINGER | 6DEC21
INSTEAD OF OD

[1.07+0.04]
@ .0420+.0015

UNLESS OTHERWISE SPECIFIED: MED-ALLY
DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL * TITLE:
ANGULAR: MACH#.5  BEND *
TWO PLACE DECIMAL  £[0.20] / .008
THREE PLACE DECIMAL +[0.100] / .004

OUTER TUBING
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL
THE INFORMATION CONTAINED IN THIS

SIZE DWG. NO.
DRAWING IS THE SOLE PROPERTY OF
MED-ALLY. ANY REPRODUCTION

IN PART OR AS A WHOLE WITHOUT THE B
WRITTEN PERMISSION OF MED-ALLY,
IS PROHIBITED.

REV
6085 2.0
SCALE: 32:1

SHEET 1 OF 1



[3.000 +0.025]
0.118 0.001

)

[0.201 +0.013]
0.0079 £0.0005 |

NOTES:

1.
2.

MATERIAL: MP35N
PARTS SHALL BE FREE OF BURRS AND SHARP EDGES

4

[1.041 £0.013]
?0.0410 +0.0005

[1.270£0.013]
® 0.0500 +0.0005

REVISIONS
REV | ECO DESCRIPTION DRAWN BY DATE
1.0 | 21-26 | INITIAL RELEASE | J. GETSINGER 8/17/2021

[0.220 £0.013]
0.009 +0.001

[0.114£0.013]
0.0045 +0.0005

UNLESS OTHERWISE SPECIFIED:
MED-ALLY

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL = TITLE:
ANGULAR: MACH .5 BEND #

TWO PLACE DECIMAL  +[0.20] /.08
trree pLAcE DECIMAL +[0.1001 /. 004 PROXIMAL CONTACT - 3SMM
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

SIZE DWG. NO. REV

THE INFORMATION CONTAINED IN THIS

DRAWING IS THE SOLE PROPERTY OF B
MED-ALLY. ANY REPRODUCTION
N EXT ASS EMBLY IN PART OR AS A WHOLE WITHOUT THE 6089 ] O
WRITTEN PERMISSION OF MED-ALLY,
IS PROHIBITED. SCALE: 50:1 SHEET 1 OF 1
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NOTES:

1.
2.

MATERIAL: MP35N

[0.1120.01]

' .0045+.0005

()

[0.20£0.01]
.008+.001

PARTS SHALL BE FREE OF BURRS AND SHARP EDGES

4

[1.50£0.03]
059+.001
[1.27+0.01]
1 @ .0500+.0005
\ 1
| [0.2240.03]
.008+.001

REVISIONS
REV | ECO | DESCRIPTION DRAWN BY DATE
1.0 | 21-26 | INITIAL RELEASE | J. GETSINGER | 8/17/2021
2.0 | 21-37 RE-RELEASE | J. GETSINGER | 10/13/2021
[1.0440.01]

NEXT ASSEMBLY

® .0410%.0005

UNLESS OTHERWISE SPECIFIED:
MED-ALLY

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL = TITLE:
ANGULAR: MACH .5 BEND #

TWO PLACE DECIMAL  £[0.20] / .008 PROX'MAL CONTACT _ ‘| 5MM

THREE PLACE DECIMAL +[0.100] / .004
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS SIZE DWG. NO. REV
DRAWING IS THE SOLE PROPERTY OF 6090

MED-ALLY. ANY REPRODUCTION 2 O
IN PART OR AS A WHOLE WITHOUT THE :
WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 50:1 SHEET 1 OF 1
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Revisions
REV |ECO DESCRIPTION DRAWN BY DATE

1.0 |22-28| INITIAL RELEASE | J. GETSINGER | 4NOV?22

[0.99120.127]
@ .039+.005

[0.076+0.025]
.003+.001

UNLESS OTHERWISE SPECIFIED:
MED-ALLY

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL = TITLE:
ANGULAR: MACH .5 BEND #

TWO PLACE DECIMAL ~ £[0.20] / .008
THREE PLACE DECIMAL #[0.100] / .004 PEEK SINGLE LUMEN TUBE
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

N OTES: THE INFOGRN;ATIOV;IOCONTgINED INOTHIS S|ZE DWG~ NO. REV

]. MATERIAL: PEEK BRA\_/;/JN \ATHE LE PROPERTY OF

2. LENGTH (L) WILL BE DISTINGUISHED ON PO e B 6153 10
\\QVE’ETOE}—';‘\;EES/.NSSDN OF MEDALLY: SCALE: 40:1 SHEET 1 OF 1
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REVISIONS

REV.

ECO

DESCRIPTION

DRAWN BY DATE

0.1

F. ROBERTS 24 MAR 2023

[0.500]
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Next Assembly

3020

2

UNLESS OTHERWISE SPECIFIED:

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES:

FRACTIONAL =

ANGULAR: MACH .5 BEND #

TWO PLACE DECIMAL  £[0.20] / .008
THREE PLACE DECIMAL +[0.100] / .004

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS
DRAWING IS THE SOLE PROPERTY OF
MED-ALLY. ANY REPRODUCTION

IN PART OR AS A WHOLE WITHOUT THE
WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED.

MED-ALLY

TITLE:
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SIZE DWG. NO. REV
B 6175 0.1

SCALE: 5:1 SHEET 1 OF 1
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©0.05
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[0.250]
R0.01
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REVISIONS

REV.

ECO

DESCRIPTION

DRAWN BY DATE

0.1

INITIAL RELEASE

F.ROBERTS 24 MAR 2023

Next Assembly

3020

UNLESS OTHERWISE SPECIFIED:

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES:

FRACTIONAL =

ANGULAR: MACH .5 BEND #

TWO PLACE DECIMAL  £[0.20] / .008
THREE PLACE DECIMAL +[0.100] / .004

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS
DRAWING IS THE SOLE PROPERTY OF
MED-ALLY. ANY REPRODUCTION

IN PART OR AS A WHOLE WITHOUT THE
WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED.

MED-ALLY

TITLE:

Suture Sleeve

SIZE DWG. NO. REV
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SCALE: 5:1 SHEET 1 OF 1



1

Notes:
1. MATERIAL: POLYURETHANE, 80A

3 2 ]
REVISIONS
REV | ECO DESCRIPTION DRAWN BY DATE
1.0 | 21-24 INITIAL RELEASE J. GETSINGER | 12AUG2]
20 | 21-3] ADDED TUBE 6084-4 J. GETSINGER | 7SEPT21
REMOVED MATERIAL FROM NAME AND
3.0 | 21-45 | "B MENSIONED WALL INSTEAD OF OD | J- GETSINGER | 6DEC21
|
DIM "A" DIM "B"
[@ +0.038] [+.0127]
@ +0.0015 +0.0015
&J
>| |
TABLE A
PART NUMBER DIM "A" DIM "B" LENGTH (L)
6084-1 0.041 [1.04] 0.0043 [.12]] SPECIFIED IN PO
6084-2 0.052 [1.32] 0.0065 [0.17] SPECIFIED IN PO
6084-3 0.051 [1.30] 0.0093 [0.24] SPECIFIED IN PO
6084-4 0.039 [0.99] 0.0033 [0.083] | SPECIFIED IN PO
UNLESS OTHERWISE SPECIFIED: MED—ALLY
DIMENSIONS ARE IN [MM] / INCHES
Sl e
NG PUACE DRCIAL  +16201 ) 008 INNER TUBING
THREE PLACE DECIMAL #[0.100] / .004
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL
THE INFORMATION CONTAINED IN THIS S|ZE DWG~ NO~ REV
) fosa 20
IN PART OR AS A WHOLE WITHOUT THE .
S ronentn o O MR e e ALE: 3211 SHEET 1 OF ]
3 2 ]
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REVISIONS
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ECO

DESCRIPTION

DRAWN BY

DATE

0.1

INITIAL RELEASE

F. ROBERTS 9 JUN 2023
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SECTION A-A
SCALE 20 : 1

NOTES:
1. LENGTH L DEFINED IN HIGHER ASSEMBLIES

Next Assembly

UNLESS OTHERWISE SPECIFIED:

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES:

FRACTIONAL =

ANGULAR: MACH .5 BEND #

TWO PLACE DECIMAL  £[0.20] / .008
THREE PLACE DECIMAL +[0.100] / .004

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS
DRAWING IS THE SOLE PROPERTY OF
MED-ALLY. ANY REPRODUCTION

IN PART OR AS A WHOLE WITHOUT THE
WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED.

MED-ALLY

TITLE:

2 Filar Caill

SIZE DWG. NO.
B 5036

SCALE: 5:1

REV
0.1

SHEET 1 OF 1



[3.0000.025] >

.118%.001

#

C

[0.432+0.025]
017+.001

)

FULL RADIUS
0.0039 [0.10]

NOTES:

MATERIAL: 90%P1/10%Ir
PARTS SHALL BE FREE OF BURRS AND SHARP EDGES

SEE TABLE A FOR DIFFERENT LENGTHS OF ELECTRODES

1.
2.
3.
4.

CRITICAL DIMENSIONS ARE CIRCLED

4

?

/~ [0.201+0.005]

\__ .0079+.0002

)

[1.04140.013]
@ .0410+.0005

TABLE A
PART NUMBER LENGTHS
6081-3 0.118" [3 MM]
6081-1.5 0.059" [1.50 MM]

REVISIONS
REV | ECO | DESCRIPTION DRAWN BY DATE
1.0 | 21-22 | INITIAL RELEASE | J. GETSINGER 7/30/21
20 | 21-37 RE-RELEASE | J. GETSINGER | 10/13/2021
[1.270£0.013]
® .0500+.0005
UNLESS OTHERWISE SPECIFIED: MED—ALLY
DIMENSIONS 'ARE IN [MM] / INCHES
FeACTONAL: TITLE:
ANGULAR: MACH*.5 BEND #*
I S ) ELECTRODE
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL
THE INFORMATION CONTAINED IN THIS S|ZE DWG~ NO. REV
,I?ARAVQNG \SATHE SOLE PROPERTY OF B
DA A O, 4081 2.0
1 ROHBTED, DAY SCALE: 50:1 SHEET 1 OF 1



Drawing No:

7065 Revision: 1.0

Part No:

7065 Created By: | J. Getsinger

Part Description 1:

Loctite M-11FL

Part Description 2:

Urethane Adhesive

Med-Ally,LLC
2040 Bushy Park Road,
North Bldg 6
Goose Creek, SC 29445

Supplier Part No:

235029

Supplier Name:

R.S. Hughes/Henkel

Specification Control Drawing

Rev ECO Number Description Date
1.0 ECO 22-28 Initial Release 4Nov22
Form FO 09-07, External Specification Template, Rev 1.0 Page 1 of 1




REVISIONS
REV. ECO DESCRIPTION DRAWN BY DATE
DRAFT
— /\/ —
— \/\ —
L2 —/
\@ . )/ }
L4 s -
ITEM NO. PART NUMBER DESCRIPTION QTY.
1 6177 EMG Suture - Crimp 1
2 6178 Polypropylene Filament L3
3 7085 EMG Suture - Needle 1
4 6179 Trumpet Anchor 1
5 6180 EMG Trumpet - Crimp 1
UNLESS OTHERWISE SPECIFIED:
6 6085 Outer Tubing L2 OMENSIONS ARE I ]/ NCHES MED-ALLY
" TOLERANCES: TITLE
7 6089 Contact, Prox!mol, 3.00 mm 1 PRACTIONAL:
2 g’?zg C‘;VE‘E‘;CST' Prloxtmc"' ‘ fobmm 102 THRER PLACE DECIVAL 210-100] 7 004 EMG Lead
Ing e Umen U e mm DO NOT SCALE DRAWING
‘| 2 Fl | L4 PROPRIETARY AND CONFIDENTIAL
O 5036 " rar COI Nex’r Assemb|y THE INFORMATION CONTAINED IN THIS SIZE DWG. NO. REV
11 7065 Loctite M-l 1L Urethane AR s s B 3021 0.1
IN PART OR AS A WHOLE WITHOUT THE
12 7073 Silicone Adhesive, MED-2000 A/R S PROHBIED. SCALE: 5:1 SHEET 1 OF 5

4




DRAFT
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Next Assembly

UNLESS OTHERWISE SPECIFIED:

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL £ TITLE:
ANGULAR: MACH#.5  BEND

TWO PLACE DECIMAL  £[0.20] / .008

THREE PLACE DECIMAL +[0.100] / .004

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS S|ZE DWG.

DRAWING IS THE SOLE PROPERTY OF
MED-ALLY. ANY REPRODUCTION B
IN PART OR AS A WHOLE WITHOUT THE

WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 5:1
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Part No:

7065 Created By: | J. Getsinger

Part Description 1:

Loctite M-11FL

Part Description 2:

Urethane Adhesive

Med-Ally,LLC
2040 Bushy Park Road,
North Bldg 6
Goose Creek, SC 29445

Supplier Part No:

235029

Supplier Name:

R.S. Hughes/Henkel

Specification Control Drawing

Rev ECO Number Description Date
1.0 ECO 22-28 Initial Release 4Nov22
Form FO 09-07, External Specification Template, Rev 1.0 Page 1 of 1




Drawing No: 7073 Revision: 1.0
Part No: 7073 Created By: | G. Early
Part Description 1: | Silicone Adhesive, MED-2000

Part Description 2: | NuSil MED-2000

Med-Ally,LLC Supplier Part No: MED-2000 (Self-Leveling)
2040 Bushy Park Road,
North Bldg 6 Supplier Name: NusSil

Goose Creek, SC 29445

Specification Control Drawing

Rev ECO Number Description Date
1.0 22-31 Initial Release 22Nov2022
Description

e One-part, solvent-free silicone
e Cures at room temperature upon exposure to atmospheric moisture
Applications
o Well suited for use as an adhesive for bonding and sealing silicone materials
e For applications requiring the bonding of silicone to metals, urethanes and various other substrates

NuSil Technology’s MED-2000 may be considered for use in human implantation for a period of greater than
29 days.

Form FO 09-07, External Specification Template, Rev 1.0 Page 1 of 4
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4

L2
PART
ITEM NO. NUMBER DESCRIPTION QTY
| 6083 TIP, DISTAL 1
2 6085-1 OUTER TUBING L2
3 6081-3 ELECTRODE, 3.00 MM 4
4 6090 CONTACT, PROXIMAL, 1.50 MM 4
5 6089 CONTACT, PROXIMAL, 3.00 MM 1
6 6101 TIP, PROXIMAL 1
/ 5019 4 FILAR COIL 1
8 6084-4 INNER TUBING 67 MM
9 6153 PEEK SINGLE LUMEN TUBE 25 MM
10 6222 TINE 4 A
11 7065 LOCTITE M-T1FL URETHANE ADHESIVE A/R
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TOLERANCES: .
FRACTIONAL + TITLE:

ANGULAR: MACH .5 BEND *

TWO PLACE DECIMAL - +[0.20] / .008 4X4 LEAD - 3 MM ELECTRODES

THREE PLACE DECIMAL £[0.100] / .004
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL
P R O X | MA L E N D THE INFORMATION CONTAINED IN THIS SIZE DWG. NO. REV
DRAWING IS THE SOLE PROPERTY OF
MED-ALLY. ANY REPRODUCTION B 3011 3.0
IN PART OR AS A WHOLE WITHOUT THE
WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 1:2 SHEET 4 OF 5

4 3 2 1



DO

Dl

D2

P2 P4

CBO Pl P3 |

\> \>
DISTAL WIRE PROXIMAL WIRE
CONNECTION CONNECTION
DO Pl
Dl P2
D2 P3
D3 P4

DRAFT

UNLESS OTHERWISE SPECIFIED: MED-ALLY
DIMENSIONS ARE IN [MM] / INCHES

TOLERANCES: .

FRACTIONAL £ TITLE:

ANGULAR: MACH#.5  BEND

TWO PLACE DECIMAL  £[0.20] / .008

THREE PLACE DECIMAL +[0.100] / .004 4X4 LEAD - 3 MM ELECTRODES

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION cONTANED INTHS | OIZE DWG. NO. REV
DRAWING IS THE SOLE PROPERTY OF

MED-ALLY. ANY REPRODUCTION B 3011 3.0
IN PART OR AS A WHOLE WITHOUT THE .
WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 1:2 SHEET 5 OF 5



NOTES:

1.
2.

MATERIAL: MP35N

[0.1120.01]

' .0045+.0005

()

[0.20£0.01]
.008+.001

PARTS SHALL BE FREE OF BURRS AND SHARP EDGES

4

[1.50£0.03]
059+.001
[1.27+0.01]
1 @ .0500+.0005
\ 1
| [0.2240.03]
.008+.001

REVISIONS
REV | ECO | DESCRIPTION DRAWN BY DATE
1.0 | 21-26 | INITIAL RELEASE | J. GETSINGER | 8/17/2021
2.0 | 21-37 RE-RELEASE | J. GETSINGER | 10/13/2021
[1.0440.01]

NEXT ASSEMBLY

® .0410%.0005

UNLESS OTHERWISE SPECIFIED:
MED-ALLY

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL = TITLE:
ANGULAR: MACH .5 BEND #

TWO PLACE DECIMAL  £[0.20] / .008 PROX'MAL CONTACT _ ‘| 5MM

THREE PLACE DECIMAL +[0.100] / .004
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS SIZE DWG. NO. REV
DRAWING IS THE SOLE PROPERTY OF 6090

MED-ALLY. ANY REPRODUCTION 2 O
IN PART OR AS A WHOLE WITHOUT THE :
WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 50:1 SHEET 1 OF 1

2



Revisions
REV |ECO DESCRIPTION DRAWN BY DATE

1.0 |22-28| INITIAL RELEASE | J. GETSINGER | 4NOV?22

[0.99120.127]
@ .039+.005

[0.076+0.025]
.003+.001

UNLESS OTHERWISE SPECIFIED:
MED-ALLY

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL = TITLE:
ANGULAR: MACH .5 BEND #

TWO PLACE DECIMAL ~ £[0.20] / .008
THREE PLACE DECIMAL #[0.100] / .004 PEEK SINGLE LUMEN TUBE
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

N OTES: THE INFOGRN;ATIOV;IOCONTgINED INOTHIS S|ZE DWG~ NO. REV

]. MATERIAL: PEEK BRA\_/;/JN \ATHE LE PROPERTY OF

2. LENGTH (L) WILL BE DISTINGUISHED ON PO e B 6153 10
\\QVE’ETOE}—';‘\;EES/.NSSDN OF MEDALLY: SCALE: 40:1 SHEET 1 OF 1

4 3 2 1



- I/ [0.254]
010

[0.467] \
018
l [2.032]
/' .080
DETAIL A S A r
SCALE70: 1 |
[2.032]
.080
r

[0.717]
028

NOTES:

. MATERIAL: PELLETHANE 75D

NO BURRS, SINK MARKS, SCRATCHES, OR OTHER DEFECTS THAT MAY BE VISIBLE
NO FLASHES GREATER THAN 0.2 MM

MANUAL OR AIR EXTRACTION (NO EXTRACTION MARKS)

MEASURE THE 3 (CRITICAL DIMENSIONS ) OF THE FIRST 10 AND LAST 10 OF EACH LOT

4 3

AN ol e

REVISIONS
REV|ECO DESCRIPTION DRAWN BY DATE
1.0]21-45 INITIAL RELEASE J. GETSINGER| 6DEC2021
2.0 |22-33|INCREASED THICKNESS OF TINE FROM 0.004" TO 0.006"|J. GETSINGER|13DEC2022
3.0 22-36 CORRECTED I.D. TO MATCH REV 1.1 J. WELLS  |04JAN2023
40(23-10 ADDED "RIBBED" FEATURE TO WINGS F. ROBERTS [22MAR2023
UNLESS OTHERWISE SPECIFIED: MED—ALLY
DIMENSIONS ARE IN [MM] / INCHES
FRACTONAL: TITLE:
ANGULAR: MACH#.5  BEND #
TWO PLACE DECIMAL  £[0.20] / .008
THREE PLACE DECIMAL +[0.100] / .004 TINE
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL
Next Assembly THE INFORMATION conTaep inTHis  OIZE DWG. NO. REV
DRAWING IS THE SOLE PROPERTY OF
3008, 3011 caimnos . B 6222 40
swomere.  SCALE: 201 SHEET 1 OF |




Drawing No:

7008 Revision: 1.0

Part No:

7008 Created By: | C. Mannarino

Part Description 1:

Epoxy, EPO-Tek 301

Part Description 2:

Epoxy Technology EPO-Tek 301

Med-Ally,LLC

2040 Bushy Park Road,

North Bldg 6

Goose Creek, SC 29445

Supplier Part No:

EPO-Tek 301

Supplier Name:

Epoxy Technology

Specification Control Drawing

Rev | ECO Number Description Date
1.0 19-52 Initial release 12 Nov 19
Form FO 09-07, External Specification Template, Rev 1.0 Page 1 of 1




REVISIONS
REV ECO DESCRIPTION DRAWN BY DATE
1.0 21-24 | INITIAL RELEASE | J. GETSINGER |8/17/2021
[0.102 +0.005] WIRE
? 0.0040 +0.0002
»
+0.0076
0.0127 0.0000
+0.0003
0.0005 0.0000
UNLESS OTHERWISE SPECIFIED: MED—ALLY
DIMENSIONS ARE IN [MM] / INCHES
FeACTONAL: TITLE:
TG PIACE DECIMAL < [5.201 008 WIRE, COATED
THREE PLACE DECIMAL #[0.100] / .004 80%P-|-/20%|r
N OTeS: DO NOT SCALE DRAWING
1. WIRE: MED-ALLY PART NUMBER 6088 (80% PLATINUM/ 20% IRIDIUM)
2. COATING MATERIAL: PFOA-FREE PTFE TDHRTI\;IVTSCEA‘/;ATE?r;lo(igggglgggwovls SIZE DWG. NO. REV
/3\ COATING THICKNESS o moseoeo B 5014 1.0
gs’gm;ﬂ%lgs'w OrMER AT SCALE: 150:1 SHEET 1 OF 1

4,

QUANTITY: REFER TO PURCHASE ORDER FOR LENGTHS AND SPOOL SIZES

4 3



[3.000 +0.025]
0.118 0.001

)

[0.201 +0.013]
0.0079 £0.0005 |

NOTES:

1.
2.

MATERIAL: MP35N
PARTS SHALL BE FREE OF BURRS AND SHARP EDGES

4

[1.041 £0.013]
?0.0410 +0.0005

[1.270£0.013]
® 0.0500 +0.0005

REVISIONS
REV | ECO DESCRIPTION DRAWN BY DATE
1.0 | 21-26 | INITIAL RELEASE | J. GETSINGER 8/17/2021

[0.220 £0.013]
0.009 +0.001

[0.114£0.013]
0.0045 +0.0005

UNLESS OTHERWISE SPECIFIED:
MED-ALLY

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL = TITLE:
ANGULAR: MACH .5 BEND #

TWO PLACE DECIMAL  +[0.20] /.08
trree pLAcE DECIMAL +[0.1001 /. 004 PROXIMAL CONTACT - 3SMM
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

SIZE DWG. NO. REV

THE INFORMATION CONTAINED IN THIS

DRAWING IS THE SOLE PROPERTY OF B
MED-ALLY. ANY REPRODUCTION
N EXT ASS EMBLY IN PART OR AS A WHOLE WITHOUT THE 6089 ] O
WRITTEN PERMISSION OF MED-ALLY,
IS PROHIBITED. SCALE: 50:1 SHEET 1 OF 1

2




[0.10£0.04]
.0040£.0015
\\) /\\)

NOTES:

2. MATERIAL: POLYURETHANE, 55D

4

A REFER TO TUBING LENGTH SPECIFIED ON PURCHASE ORDER

2

- REVISIONS
REV[ECO DESCRIPTION DRAWNBY | _DATE
1.0[21-24 AL RELEASE J. GETSINGER[T2AUG?]
REMOVED MATERIAL FROM NAME, CHANGED 1D
2.0 |21-45| FROM 0.039 TO 0.042 AND DIMENSIONED WALL |J.GETSINGER | 6DEC21
INSTEAD OF OD

[1.07+0.04]
@ .0420+.0015

UNLESS OTHERWISE SPECIFIED: MED-ALLY
DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL * TITLE:
ANGULAR: MACH#.5  BEND *
TWO PLACE DECIMAL  £[0.20] / .008
THREE PLACE DECIMAL +[0.100] / .004

OUTER TUBING
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL
THE INFORMATION CONTAINED IN THIS

SIZE DWG. NO.
DRAWING IS THE SOLE PROPERTY OF
MED-ALLY. ANY REPRODUCTION

IN PART OR AS A WHOLE WITHOUT THE B
WRITTEN PERMISSION OF MED-ALLY,
IS PROHIBITED.

REV
6085 2.0
SCALE: 32:1

SHEET 1 OF 1



1

Notes:
1. MATERIAL: POLYURETHANE, 80A

3 2 ]
REVISIONS
REV | ECO DESCRIPTION DRAWN BY DATE
1.0 | 21-24 INITIAL RELEASE J. GETSINGER | 12AUG2]
20 | 21-3] ADDED TUBE 6084-4 J. GETSINGER | 7SEPT21
REMOVED MATERIAL FROM NAME AND
3.0 | 21-45 | "B MENSIONED WALL INSTEAD OF OD | J- GETSINGER | 6DEC21
|
DIM "A" DIM "B"
[@ +0.038] [+.0127]
@ +0.0015 +0.0015
&J
>| |
TABLE A
PART NUMBER DIM "A" DIM "B" LENGTH (L)
6084-1 0.041 [1.04] 0.0043 [.12]] SPECIFIED IN PO
6084-2 0.052 [1.32] 0.0065 [0.17] SPECIFIED IN PO
6084-3 0.051 [1.30] 0.0093 [0.24] SPECIFIED IN PO
6084-4 0.039 [0.99] 0.0033 [0.083] | SPECIFIED IN PO
UNLESS OTHERWISE SPECIFIED: MED—ALLY
DIMENSIONS ARE IN [MM] / INCHES
Sl e
NG PUACE DRCIAL  +16201 ) 008 INNER TUBING
THREE PLACE DECIMAL #[0.100] / .004
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL
THE INFORMATION CONTAINED IN THIS S|ZE DWG~ NO~ REV
) fosa 20
IN PART OR AS A WHOLE WITHOUT THE .
S ronentn o O MR e e ALE: 3211 SHEET 1 OF ]
3 2 ]



NOTES:

1.
2.

[0.70]
028

[}

MATERIAL: PART NUMBER 5014 WIRE, COATED, 80% PT/20% IR

SEE TABLE A FOR DIFFERENT LENGTHS OF COILS (L) AND WIRE NEEDED TO MAKE THE COILS

4

3

REVISIONS
REV ECO DESCRIPTION DRAWN BY DATE
1.0 21-40 INITIAL RELEASE J. GETSINGER 220CT2021
ADDED LENGTH TABLE AND WIRE
20 QUANTITY NEEDED TO MAKE THE COILs | - GETSINGER | 13APR2023
[2.10]
.083
O 16 SECTION A-A
006 SCALE 16 : 1
AR DRAFT
REQUIRED PN 5014 TOTAL
PART NUMBER LENGTH (MM) LENGTH (MM) [REF]
5019-350 350 44772
5019-400 400 >110 ot s o s MED-ALLY
5019-500 500 6388 TOLERANCES: TITLE:
ANGULAR: MACH*.5 BEND +
TWO PLACE DECIMAL  +[0.20] / .008
THREE PLACE DECIMAL #[0.100] / .004 4 FILAR COIL
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL
THE INFORMATION CONTAINED IN THIS S|ZE DWG NO REV
DRAWING IS THE SOLE PROPERTY OF B
NEXT ASSEMBLY N PART OR AS A WHOLE WITHOUT THE 5019 2.0
3009, 3011 SeRomemes. SCALE: 4:1 SHEET 1 OF 1



[3.0000.025] >

.118%.001

#

C

[0.432+0.025]
017+.001

)

FULL RADIUS
0.0039 [0.10]

NOTES:

MATERIAL: 90%P1/10%Ir
PARTS SHALL BE FREE OF BURRS AND SHARP EDGES

SEE TABLE A FOR DIFFERENT LENGTHS OF ELECTRODES

1.
2.
3.
4.

CRITICAL DIMENSIONS ARE CIRCLED

4

?

/~ [0.201+0.005]

\__ .0079+.0002

)

[1.04140.013]
@ .0410+.0005

TABLE A
PART NUMBER LENGTHS
6081-3 0.118" [3 MM]
6081-1.5 0.059" [1.50 MM]

REVISIONS
REV | ECO | DESCRIPTION DRAWN BY DATE
1.0 | 21-22 | INITIAL RELEASE | J. GETSINGER 7/30/21
20 | 21-37 RE-RELEASE | J. GETSINGER | 10/13/2021
[1.270£0.013]
® .0500+.0005
UNLESS OTHERWISE SPECIFIED: MED—ALLY
DIMENSIONS 'ARE IN [MM] / INCHES
FeACTONAL: TITLE:
ANGULAR: MACH*.5 BEND #*
I S ) ELECTRODE
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL
THE INFORMATION CONTAINED IN THIS S|ZE DWG~ NO. REV
,I?ARAVQNG \SATHE SOLE PROPERTY OF B
DA A O, 4081 2.0
1 ROHBTED, DAY SCALE: 50:1 SHEET 1 OF 1



Drawing No:

7065 Revision: 1.0

Part No:

7065 Created By: | J. Getsinger

Part Description 1:

Loctite M-11FL

Part Description 2:

Urethane Adhesive

Med-Ally,LLC
2040 Bushy Park Road,
North Bldg 6
Goose Creek, SC 29445

Supplier Part No:

235029

Supplier Name:

R.S. Hughes/Henkel

Specification Control Drawing

Rev ECO Number Description Date
1.0 ECO 22-28 Initial Release 4Nov22
Form FO 09-07, External Specification Template, Rev 1.0 Page 1 of 1




REVISIONS
REV. ECO DESCRIPTION DRAWN BY DATE
~ L2 -
0.1 INITIAL RELEASE F. ROBERTS 16 MAR 2023
4 e E——
PART
ITEM NO. NUMBER DESCRIPTION QTY.
Interconnect Top
] 6172 Cover 1
6173 Interconncect Main 1
3 6005 Connector Block 2
4 6085 Outer Tubing L2
BALSEAL SYGNUS
5 7001 NEURO 2.8mm PITCH 4
CONTACT
BALSEAL SYGNUS
6 7002 NEURO SEAL 8
7 6089 3mm Contact ]
8 6090 1.5mm Contact 3
9 6003 #2-56 Setscrew 2
Loctite M-11FL
10 7065 Urethane Adhesive A/R
Silicone Adhesive,
11 7073 MED-2000 A/R
12 7008 Epoxy, EPO-TEK 301 A/R
DRAFT 13 6153 PEEK Inner Tubing | 14.5mm
14 5019 4 Filar Caoll L1
UNLESS OTHERWISE SPECIFIED: MED—ALLY
DIMENSIONS ARE IN [MM] / INCHES
s T
NOTES: RS 0 o T
1 L1=15cm - 100em THRZE;LN,;CTZEET!VI;Q;V;S;OO]/.004 nrerconnec
2' L2 = ]2cm - 97cm PROPRIETARY AND CONFIDENTIAL
3. 7073, SILICONE ADHESIVE, IS USED TO ADHERE e NEORMATON conanen s | SIZE | DWG. NO.
6172, INTERCONNECT TOP COVER, TO THE ASSEMBLY NexT Assembly] EiEiReass g 3019 o1
SeRoHBTED. SCALE: 3:1 SHEET 1 OF 5

4 3 2 1



| - L k 8
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"""""""""" =L01) 1),";; ){ “':‘H {}‘% Ffﬁ*’ﬁ;?vff;ﬁf {’{?‘f;f f;ﬂ{wff}ﬂ{/f ?jﬁg%@fffrﬁf 5‘“3’ ;{% 75‘5, ?’ff/>f x%
- |20
085
lo.72] 1o
0zs
AR TR RN @‘”{ R
N \‘\\_a\\‘*“‘a\&\“l\\“\‘x\\f‘a\\‘ﬁ\};\;‘g‘\ R wfﬁ L@l@ u\‘i- Tﬁ“ QLAY mﬁ W
18] SECHDN A
074 SCALE 16 : 1

UNLESS OTHERWISE SPECIFIED:
MED-ALLY

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .

FRACTIONAL + TITLE:

ANGULAR: MACH*.5  BEND #

TWO PLACE DECIMAL  £[0.20] / .008 .
THREE PLACE DECIMAL +[0.100] / .004 Title

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

Nexf Assembly THE INFORMATION CONTAINED IN THIS SIZE DWG. NO. REV
MED-ALLY. ANY REPRODUCTION B DWG NO Rev
Part No WRITEN PERMISSION OF MEDALLY. -
IS PROHIBITED. SCALE: 5:1 SHEET 2 OF 5




DRAFT

Notes:
1. 7008, Epoxy EPO-TEK 301 is added

to cavity marked by balloon 12

Distal End

4

[11.897]
0.47

>

. //

[35.342]
1.39

[2.300]
0.09

1

AN

|
I

Next Assembly

UNLESS OTHERWISE SPECIFIED:

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL £ TITLE:
ANGULAR: MACH#.5  BEND

TWO PLACE DECIMAL  £[0.20] / .008

THREE PLACE DECIMAL +[0.100] / .004

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS S|ZE DWG. NO«

DRAWING IS THE SOLE PROPERTY OF

MED-ALLY. ANY REPRODUCTION B
IN PART OR AS A WHOLE WITHOUT THE

WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 4:1

MED-ALLY

Interconnect

REV
3019 0.1

SHEET3 OF 5



DRAFT

Proximal End

4

[1.270]

SECTION A-A
SCALE20:1

[3.000] [1.500] = [1.245]
012

0.57

Next Assembly

2

[14.488] _

[3.253] |
0.13

_ [5.998] _ _|
0.24

(8.743]
0.34

UNLESS OTHERWISE SPECIFIED:

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL + TITLE:
ANGULAR: MACH .5 BEND *

MED-ALLY

TWO PLACE DECIMAL ~ £[0.20] / .008
THREE PLACE DECIMAL +[0.100] / .04 Interconnect
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL
SIZE DWG. NO. REV

THE INFORMATION CONTAINED IN THIS
DRAWING IS THE SOLE PROPERTY OF

MED-ALLY. ANY REPRODUCTION B
IN PART OR AS A WHOLE WITHOUT THE

WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 6:1

3019 0.1
SHEET 4 OF 5



DRAFT

D2

Dl

, T
-©- \
_@_

L

D4

D3

P4 P3

P2 Pl

Proximal Contacts

Distal Connectors

Pl

DI

P2

D2

P3

D3

P4

D4

Next Assembly

UNLESS OTHERWISE SPECIFIED:
MED-ALLY

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL + TITLE:
ANGULAR: MACH:.5  BEND #
TWO PLACE DECIMAL ~ £[0.20] / .008
THREE PLACE DECIMAL +[0.100] / .04 Interconnect
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS SIZE DWG NO REV
DRAWING IS THE SOLE PROPERTY OF

MED-ALLY. ANY REPRODUCTION B 30] 9 O. ]
IN PART OR AS A WHOLE WITHOUT THE

WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 5:1 SHEET 5 OF 5



DRAFT

[5.282]

0.21

[35.342]
1.39

[11.897]
0.47

Model Number: 8278, Innerconnect Main, Rev 1.0

REVISIONS
REV. ECO DESCRIPTION DRAWN BY DATE
0.1 INITIAL RELEASE F. ROBERTS 30 MAR 2023
[0.827]
R0O.03
*%
[5.350]
0.21
* ‘
[5.287]
0.21
[
UNLESS OTHERWISE SPECIFIED:
MED-ALLY

DIMENSIONS ARE IN [MM] / INCHES

TOLERANCES: .

FRACTIONAL TITLE:

ANGULAR: MACH#.5  BEND #

TWO PLACE DECIMAL  £[0.20] / .008 .

THREE PLACE DECIMAL +[0.100] / .004 Interconnect Main

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL
N exT Assem b|y THE INFORMATION CONTAINED IN THIS SIZE DWG. NO. REV

3019

DRAWING IS THE SOLE PROPERTY OF

MED-ALLY. ANY REPRODUCTION B 6 ] 73 O. ]
IN PART OR AS A WHOLE WITHOUT THE

WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 4:1 SHEET 1 OF 2



SECTION A-A
SCALE4: 1

DRAFT

0.05

(8.265]

0.33

[20.425]
0.80

[1.250] /7 >

[2.013]
©0.08

[3.600]
©0.14

[12.167]
0.48

Next Assembly

3019

SECTION B-B
SCALE 4 : 1

UNLESS OTHERWISE SPECIFIED:

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES:

FRACTIONAL =

ANGULAR: MACH .5 BEND #

TWO PLACE DECIMAL  £[0.20] / .008
THREE PLACE DECIMAL +[0.100] / .004

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS
DRAWING IS THE SOLE PROPERTY OF
MED-ALLY. ANY REPRODUCTION

IN PART OR AS A WHOLE WITHOUT THE
WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED.

MED-ALLY
TITLE:

Interconnect Main

SIZE DWG. NO. REV
B 6173 0.1

SCALE: 4:1 SHEET 2 OF 2



DRAFT [13.192]
0.52 _

\ N
[4.650]
©0.18

[10.000] \

0.39

& |
J J [2.325]
0.09
r Y, 4
[6.000] [3.675]
0.24 _ . 0.14 _
[0.650] [0.877]
0.03 0.03 -
: Y
0961] | ’ -
0.04

Model Number: 8277, Innerconnect Top Cover, Rev 1.0

REVISIONS

REV.

ECO

DESCRIPTION

DRAWN BY DATE

0.1

INITIAL RELEASE

F. ROBERTS 30 MAR 2023

[3.100]
0.12

Next Assembly

3019

=

UNLESS OTHERWISE SPECIFIED:

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES:

FRACTIONAL =

ANGULAR: MACH .5 BEND #

TWO PLACE DECIMAL  £[0.20] / .008
THREE PLACE DECIMAL +[0.100] / .004

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS
DRAWING IS THE SOLE PROPERTY OF
MED-ALLY. ANY REPRODUCTION

IN PART OR AS A WHOLE WITHOUT THE
WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED.

MED-ALLY

TITLE:

Innerconnect Top Cover

SIZE DWG. NO. REV
B 6172 0.1

SCALE: 10:1 SHEET 1 OF 1



Drawing No: 7002 Revision: 2.0

Part No: 7002 Created By: | C. Mannarino

Part Description 1: | BalSeal Seal

Part Description 2: | BalSeal Sygnus Neuro Seal

Med-Ally,LLC Supplier Part No: X605586 Rev B
2040 Bushy Park Road,
North Bldg 6 Supplier Name: BalSeal Engineering

Goose Creek, SC 29445

Specification Control Drawing

Rev | ECO Number Description Date
1.0 19-52 Initial release 12 Nov 19
2.0 19-14 Replace Newronika ICD with Med-Ally ICD. 23Mar2020

Form FO 09-07, External Specification Template, Rev 1.0 Page 1 of 1



Drawing No:

7008 Revision: 1.0

Part No:

7008 Created By: | C. Mannarino

Part Description 1:

Epoxy, EPO-Tek 301

Part Description 2:

Epoxy Technology EPO-Tek 301

Med-Ally,LLC

2040 Bushy Park Road,

North Bldg 6

Goose Creek, SC 29445

Supplier Part No:

EPO-Tek 301

Supplier Name:

Epoxy Technology

Specification Control Drawing

Rev | ECO Number Description Date
1.0 19-52 Initial release 12 Nov 19
Form FO 09-07, External Specification Template, Rev 1.0 Page 1 of 1




NOTES:

1.
2.

[0.70]
028

[}

MATERIAL: PART NUMBER 5014 WIRE, COATED, 80% PT/20% IR

SEE TABLE A FOR DIFFERENT LENGTHS OF COILS (L) AND WIRE NEEDED TO MAKE THE COILS

4

3

REVISIONS
REV ECO DESCRIPTION DRAWN BY DATE
1.0 21-40 INITIAL RELEASE J. GETSINGER 220CT2021
ADDED LENGTH TABLE AND WIRE
20 QUANTITY NEEDED TO MAKE THE COILs | - GETSINGER | 13APR2023
[2.10]
.083
O 16 SECTION A-A
006 SCALE 16 : 1
AR DRAFT
REQUIRED PN 5014 TOTAL
PART NUMBER LENGTH (MM) LENGTH (MM) [REF]
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5019-400 400 >110 ot s o s MED-ALLY
5019-500 500 6388 TOLERANCES: TITLE:
ANGULAR: MACH*.5 BEND +
TWO PLACE DECIMAL  +[0.20] / .008
THREE PLACE DECIMAL #[0.100] / .004 4 FILAR COIL
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL
THE INFORMATION CONTAINED IN THIS S|ZE DWG NO REV
DRAWING IS THE SOLE PROPERTY OF B
NEXT ASSEMBLY N PART OR AS A WHOLE WITHOUT THE 5019 2.0
3009, 3011 SeRomemes. SCALE: 4:1 SHEET 1 OF 1



Drawing No: 7001 Revision: 2.0

Part No: 7001 Created By: | C. Mannarino

Part Description 1: | BalSeal 2.8mm pitch contact

Part Description 2: | Balseal Sygnus Neuro 2.8mm Pitch Contact

Med-Ally,LLC Supplier Part No: X630714 Rev A
2040 Bushy Park Road,
North Bldg 6 Supplier Name: BalSeal Engineering

Goose Creek, SC 29445

Specification Control Drawing

Rev | ECO Number Description Date
1.0 19-52 Initial release 12 Nov 19
2.0 19-14 Replace Newronika ICD with Med-Ally ICD. 23Mar2020

Form FO 09-07, External Specification Template, Rev 1.0 Page 1 of 1
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REVISIONS
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CRITICAL DIMENSIONS ON DRAWING ARE ENCLOSED IN OVALS. CRITICAL DIMENSIONS SHALL BE
MEASURED AND RECORDED FOR EACH PART.

ALL MATERIALS USED TO MAKE THE PART SHALL BE TRACEABLE TO THE MATERIAL MANUFACTURER.
VENDOR SHALL SUPPLY INSPECTION SHEETS WITH DIMENSIONAL MEASUREMENTS OR TEST
DOCUMENTATION TO ACCEPT THE SHIPPED PRODUCTION LOT, AND INCLUDE A COPY OF THE DRAWING
USED FOR THE INSPECTION AND TEST.

6. SHIPPED PRODUCT SHALL BE PACKAGED TO PREVENT DAMAGE TO PARTS, AND LABELED WITH

PART NUMBER, NAME AND SUPPLIERS WORK ORDER NUMBER(S) OR PRODUCTION LOT NUMBER(S)
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Drawing No:

7065 Revision: 1.0

Part No:

7065 Created By: | J. Getsinger

Part Description 1:

Loctite M-11FL

Part Description 2:

Urethane Adhesive

Med-Ally,LLC
2040 Bushy Park Road,
North Bldg 6
Goose Creek, SC 29445

Supplier Part No:

235029

Supplier Name:

R.S. Hughes/Henkel

Specification Control Drawing

Rev ECO Number Description Date
1.0 ECO 22-28 Initial Release 4Nov22
Form FO 09-07, External Specification Template, Rev 1.0 Page 1 of 1




REVISIONS
D RA FT REV. ECO DESCRIPTION DRAWN BY DATE
0.1 Initial Release F. Roberts 30 MAR 2023
- L1 -
L2
ITEM NO.|PART NUMBER DESCRIPTION QTY.
1 5037 Accelerometer 1
2 6085 Outer Tubing L2
3 6090 Contact, Proximal, 1.50 mm 4
4 6089 Contact, Proximal, 3.00 mm 1 “SSOWS[MSM] e MED-ALLY
S 5019 4 Filar Coll L1 FRACHONALE TITLE:
. ANGULAR: MACH:.5  BEND #
6 6153 PEEK Single Lumen Tube ] THREE PLACE DECIMAL +[0.100] / 004 AMS Lead
Loctite M-11FL Urethane DO NOT SCALE DRAWING
7 7065 Adhesive A/R PROPRIETARY AND CONFIDENTIAL I DWE. NG —
g 7073 | Silicone Adhesive, MED2000 | A/R NEXT AT zameame B O ", Ry
? 6181 AMS Housing ] S PROMBIED. SCALE: 5:1 SHEET 1 OF 5

4




. [2aos]
JEZ

LRI

DRAFT

UNLESS OTHERWISE SPECIFIED:

MED-ALLY
NNNNNNNNNNNNNNNNNNNNNNNNNN

TOLERANCES: .

FRACTONAL:  TILE:

AMS Lead

RRRRRRRRRRRRRRRRRRRRRRRRR

THE INFORMATION CONTAINED IN THIS SIZE DWG NO
Next Assembly | et e rrartan of
MED-ALLY. ANY REPRODUCTION 3022
IN PART OR AS A WHOLE WITHOUT THE

IIIIIIIIIIIIIIIIIIIIIIIIIII

\\\\\\\\\\\\\ ALE: 5:1
4 3 2 1




[1.000]
0.04

[2.000]
0.08

[4.000]
0.16

[2.500]
0.10

[9.000]
0.35 )

DRAFT

[0.500]
R0.02

Next Assembly

UNLESS OTHERWISE SPECIFIED:

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL £ TITLE:
ANGULAR: MACH#.5  BEND

TWO PLACE DECIMAL  £[0.20] / .008

THREE PLACE DECIMAL +[0.100] / .004

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS S|ZE DWG.

DRAWING IS THE SOLE PROPERTY OF
MED-ALLY. ANY REPRODUCTION B
IN PART OR AS A WHOLE WITHOUT THE

WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 5:1

MED-ALLY

AMS Lead

NO.
3022

REV
0.1

SHEET3 OF 5



[11.482]
0.45

(8.739]
0.34

[5.995]
0.24

[3.252]
0.13

[0.508] |=
0.02
— — A
———
[
\
[l
A
[1.499] [3.000]
SECTION A-A 0.06 0.12
SCALE 20:1 - — - —
UNLESS OTHERWISE SPECIFIED:
MED-ALLY
DIMENSIONS ARE IN [MM] / INCHES
O CES: .
DRAFT ToRERANCES, TITLE:
ANGULAR: MACH+.5 BEND +
WO PLACE DEC +[0.20] / 008
lHREEplF_’fACEEDIIDEEg\IAI\:ALL :[[o.log)]// 004 AMS Lead
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL
SIZE DWG. NO. REV
NExt ASSEMbBly| 1 prommoncomio s
MED-ALLY. ANY REPRODUCTION B 3022 O. ]
IN PART OR AS A WHOLE WITHOUT THE
WRITTEN PERMISSION OF MED-ALLY,
IS PROHIBITED. SCALE: 5:1 SHEET 4 OF 5




DRAFT

D1
D2
D3
D4

\\/

~

BN

N

N 7/

\\/

P4

P2

P3

Next Assembly

UNLESS OTHERWISE SPECIFIED:

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES:

FRACTIONAL =

ANGULAR: MACH .5 BEND #

TWO PLACE DECIMAL  £[0.20] / .008

Pl

TITLE:

THREE PLACE DECIMAL +[0.100] / .004

DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS
DRAWING IS THE SOLE PROPERTY OF
MED-ALLY. ANY REPRODUCTION

IN PART OR AS A WHOLE WITHOUT THE
WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED.

SIZE DWG.

SCALE: 5:1

MED-ALLY

AMS Lead

NO.
3022

REV
0.1

SHEET 5 OF 5



4

REVISIONS
[ ] REV. ECO DESCRIPTION DRAWN BY DATE
1.000
[1000040] -— - 004 0.1 INITIAL RELEASE F.ROBERTS 2 JUN 2023
04 A
[2.000]
©0.08
[1.300]
0.05 I
Y
[1.293]
SECTION A-A 0.05 A R0.02
[9.000] [24.500]
- 0.35 _ - 0.96 -
[4.000] [22.000]
_ 016 - 0.87
— (OU=s
B
[2.200]
0.09

— DRAFT

i UNLESS OTHERWISE SPECIFIED: MED-ALLY

V ?IACE;I:I'\(‘)NESSZARE IN [MM] / INCHES .

J [2200] NOTES: moow: o, TME
L 0.09 1. MATERIAL: IMPLANT GRADE SILICONE - NUSIL MED 4840 WSPACEBRGIAL <0 o AMS Housing
DO NOT SCALE DRAWING
SECTION B-B Nexf Assembly|  renromunoscommeons - SIZE DWG. NO. REV
y MED-ALLY. ANY REPRODUCTION B 6 ] 8] O. ]
3022 IRITTEN PEAMISION OF MEDALLY
IS PROHIBITED. SCALE: 5:1 SHEET 1 OF 1



REVISIONS
REV ECO DESCRIPTION DRAWN BY DATE
1.0 21-24 | INITIAL RELEASE | J. GETSINGER |8/17/2021
[0.102 +0.005] WIRE
? 0.0040 +0.0002
»
+0.0076
0.0127 0.0000
+0.0003
0.0005 0.0000
UNLESS OTHERWISE SPECIFIED: MED—ALLY
DIMENSIONS ARE IN [MM] / INCHES
FeACTONAL: TITLE:
TG PIACE DECIMAL < [5.201 008 WIRE, COATED
THREE PLACE DECIMAL #[0.100] / .004 80%P-|-/20%|r
N OTeS: DO NOT SCALE DRAWING
1. WIRE: MED-ALLY PART NUMBER 6088 (80% PLATINUM/ 20% IRIDIUM)
2. COATING MATERIAL: PFOA-FREE PTFE TDHRTI\;IVTSCEA‘/;ATE?r;lo(igggglgggwovls SIZE DWG. NO. REV
/3\ COATING THICKNESS o moseoeo B 5014 1.0
gs’gm;ﬂ%lgs'w OrMER AT SCALE: 150:1 SHEET 1 OF 1

4,

QUANTITY: REFER TO PURCHASE ORDER FOR LENGTHS AND SPOOL SIZES

4 3



Revisions
REV |ECO DESCRIPTION DRAWN BY DATE

1.0 |22-28| INITIAL RELEASE | J. GETSINGER | 4NOV?22

[0.99120.127]
@ .039+.005

[0.076+0.025]
.003+.001

UNLESS OTHERWISE SPECIFIED:
MED-ALLY

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL = TITLE:
ANGULAR: MACH .5 BEND #

TWO PLACE DECIMAL ~ £[0.20] / .008
THREE PLACE DECIMAL #[0.100] / .004 PEEK SINGLE LUMEN TUBE
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

N OTES: THE INFOGRN;ATIOV;IOCONTgINED INOTHIS S|ZE DWG~ NO. REV

]. MATERIAL: PEEK BRA\_/;/JN \ATHE LE PROPERTY OF

2. LENGTH (L) WILL BE DISTINGUISHED ON PO e B 6153 10
\\QVE’ETOE}—';‘\;EES/.NSSDN OF MEDALLY: SCALE: 40:1 SHEET 1 OF 1

4 3 2 1



NOTES:

1.
2.

MATERIAL: MP35N

[0.1120.01]

' .0045+.0005

()

[0.20£0.01]
.008+.001

PARTS SHALL BE FREE OF BURRS AND SHARP EDGES

4

[1.50£0.03]
059+.001
[1.27+0.01]
1 @ .0500+.0005
\ 1
| [0.2240.03]
.008+.001

REVISIONS
REV | ECO | DESCRIPTION DRAWN BY DATE
1.0 | 21-26 | INITIAL RELEASE | J. GETSINGER | 8/17/2021
2.0 | 21-37 RE-RELEASE | J. GETSINGER | 10/13/2021
[1.0440.01]

NEXT ASSEMBLY

® .0410%.0005

UNLESS OTHERWISE SPECIFIED:
MED-ALLY

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL = TITLE:
ANGULAR: MACH .5 BEND #

TWO PLACE DECIMAL  £[0.20] / .008 PROX'MAL CONTACT _ ‘| 5MM

THREE PLACE DECIMAL +[0.100] / .004
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

THE INFORMATION CONTAINED IN THIS SIZE DWG. NO. REV
DRAWING IS THE SOLE PROPERTY OF 6090

MED-ALLY. ANY REPRODUCTION 2 O
IN PART OR AS A WHOLE WITHOUT THE :
WRITTEN PERMISSION OF MED-ALLY,

IS PROHIBITED. SCALE: 50:1 SHEET 1 OF 1

2



[3.000 +0.025]
0.118 0.001

)

[0.201 +0.013]
0.0079 £0.0005 |

NOTES:

1.
2.

MATERIAL: MP35N
PARTS SHALL BE FREE OF BURRS AND SHARP EDGES

4

[1.041 £0.013]
?0.0410 +0.0005

[1.270£0.013]
® 0.0500 +0.0005

REVISIONS
REV | ECO DESCRIPTION DRAWN BY DATE
1.0 | 21-26 | INITIAL RELEASE | J. GETSINGER 8/17/2021

[0.220 £0.013]
0.009 +0.001

[0.114£0.013]
0.0045 +0.0005

UNLESS OTHERWISE SPECIFIED:
MED-ALLY

DIMENSIONS ARE IN [MM] / INCHES
TOLERANCES: .
FRACTIONAL = TITLE:
ANGULAR: MACH .5 BEND #

TWO PLACE DECIMAL  +[0.20] /.08
trree pLAcE DECIMAL +[0.1001 /. 004 PROXIMAL CONTACT - 3SMM
DO NOT SCALE DRAWING
PROPRIETARY AND CONFIDENTIAL

SIZE DWG. NO. REV

THE INFORMATION CONTAINED IN THIS

DRAWING IS THE SOLE PROPERTY OF B
MED-ALLY. ANY REPRODUCTION
N EXT ASS EMBLY IN PART OR AS A WHOLE WITHOUT THE 6089 ] O
WRITTEN PERMISSION OF MED-ALLY,
IS PROHIBITED. SCALE: 50:1 SHEET 1 OF 1

2




NOTES:

1.
2.

[0.70]
028

[}
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Drawing No: 7073 Revision: 1.0
Part No: 7073 Created By: | G. Early
Part Description 1: | Silicone Adhesive, MED-2000

Part Description 2: | NuSil MED-2000

Med-Ally,LLC Supplier Part No: MED-2000 (Self-Leveling)
2040 Bushy Park Road,
North Bldg 6 Supplier Name: NusSil

Goose Creek, SC 29445

Specification Control Drawing

Rev ECO Number Description Date
1.0 22-31 Initial Release 22Nov2022
Description

e One-part, solvent-free silicone
e Cures at room temperature upon exposure to atmospheric moisture
Applications
o Well suited for use as an adhesive for bonding and sealing silicone materials
e For applications requiring the bonding of silicone to metals, urethanes and various other substrates

NuSil Technology’s MED-2000 may be considered for use in human implantation for a period of greater than
29 days.
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