Heart Valve Programs

Pfizer Inc

235 East 42nd Street

New York, NY 10017-5755

US/Canada Toll Free Tel 800 626 3363
International Tel 212 733 6707 Fax 212 808 6045

May 19, 2003

VIA FEDERAL EXPRESS

Mr. David Black
Dinsmore & Shohl, LLP
1900 Chemed Center
255 East 5™ Street
Cincinnati, OH 45202

Dear Mr. Black:

The Pfizer Heart Valve Programs considers a MRI procedure to be safe for patients with
Bjork-Shiley mechanical valves. This opinion is based upon a review of current available
information by our medical consultants.

The struts and flanges of the Bjérk-Shiley mechanical heart valves were made of a
Haynes Alloy Number 25. Please find attached a two-page description distributed by
Haynes International, Inc. regarding Haynes Alloy 25, as requested.

I hope you find this information useful.

Sincerely,

franips o

Rosalyn Cooper
Supervisor
Heart Valve Programs

Enclosure
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HAYNES® alloy 25

CHEMISTRY: Weight %

Co Ni Fe Cr w Mn Si C
51+ 10 3° 20 18 1.5 0.4° 0.10
¢ As Balance ‘Maximum
ALLOY DESCRIPTION:
HAYNES alioy 25 (aiso known as alloy L-605) s @ WMMW*
temperatise

and roces in bedrings. and for variows indusiiol appiications. N Modem gos kubine engines. olloy 25 hes
been .kxgely reploced by newer matedals. such has HAYNES alloy 188 and HAYNES 230%™ alioy (ask for
document H3135). which possess improved properiiss. For suliclifing srwironmends. the newer matesal, HR-
160" glioy. can provide even better performance than this alidy. Alioy 25 may be coid- or hotfamed by
varows fechniques. and is readily weidabile by most standard methods.

PHYSICAL PROPERTIES:

British Units T ., °C Mstric Units
0.330 {bsin? Room 9.14 grem?®
120 BTUantihroF 400 6wk
138 ATU-infM*-hr-°F 800 NI WK
150 1-°F 790 2R WK
185 BTU-isftt-hr-°F 800 4.7
182 BTU-infti-hr- 0% 900
!22 [B L1 m
Mean Coefficient of 70-800 7.8 pinsin-*F
Thermal Expansion 70-1000_ _8.0 pinvin-*F
70-1400 =°f A "C
__70-1800 9.1 pinfin-*F _ 16.5 wavwm-°C
70-1 9.4 -*F
T Resviy 260 ESAT I e
800 _38.1 yohm-in 3.5 yobw-cr
1000 40.4 pohm-in 104,
1200 41.8 pohm-in 00 1
1800 49.6 yohm-in $00 101.1 yphev-om
1800 37.7 gohm-in 1000

HEAT TREATMENT (AMS 5537 - Sheet and Strip):

2225°F (1220°C)/Bright Anneal




n? ~w

HAYNES® alloy 25

DYNAMIC MODULUS OF ELASTICITY:

Temp..°F 10¢ psi Temp..°C GPao Temp..°F  10° psl Tculp...’c GPa
"70 32.6 20 225 1200 8 700 174
400 31.0 200 214 1400  24.3 800 163
800 28.3 " 400 197 1600 228 900 154
1000 26.9 400 181 1800 214 1000 146

TYPICAL TENSILE PROPERTIES, SHEET (AMS 5537):

Test Uttimate 0.2% Yield Elongation

_l’tompcmmn Tensile Strength Sttonqm in2in(Slmm)

h < X3 MPg J:L MPg X
ROOM ROOM 146 1005 475 81 T
1000 540 112 770 48 330 60
1200 650 108 745 48 330 60
1400 760 93 640 41 285 42
1600 870 60 415 36 250 45
1800 980 34 235 18 125 36
2000 1098 23 160 1 76 48

TYPICAL STRESS-RUPTURE STRENGTH, SHEET (AMS 5537):

worronty of esulls 1o be obltained for any porticular use
of the infommation herein contained. Moternial satety
aato shaets are avoliobie from Hoynes infemational. inc.

© HAYNES. HR-180. and 230 ore tragemarks of
Hoynes intemational. Inc.

Test Temperature Approximate initial Stress, Ksi (MPa) to Produce Rupture In:
°F c 10 Hours 100 Hours 1900 Hours _
1200 650 82.0 (585) 89.0 (475) 57.0 {385)
1300 705 64.0 (440) 50.0 (345) 38.0 {280)
1400 780 47.0 (325) 38.0 (250) 28.0 (1!2)__
1500 815 34.0 (235) 24.7 (170) 18.1  (12S5)
1800 870 . 24.0 (165) 17.5 (120) 12.0 (83)
1700 925 17.3  (120) 11.8  (81) 7.2 (50)
1800 980 11.8 (81) 7.2 (50) 4.0 (28)
PROPERTIES DATA: AVAILABLE FORMS: Joune
e sess 200 ot i xsscanen = s R MBRNEARATT
UDON work CoONUUCIed Prncipolly by Haynes intema- Sox -0.29040" 3.3 t0 1270 nwn) clia.
o fromm ihe o 2 supiemenied by informa- et - 4D-1207 (1016 10 304.8 em) dic.
open ierature. ono ore Delleved 1o be e - 0035 0 .387° (0.09 90 4.75 mm) i
mmmmmmm:'mmmmmu:u Ppe- - U6 soheo. 10 §° sched. welded
ocy, : o o oo -y Tube - - 1T Q0. 10 8° O.0. waided




