
 

GEHC Ref#15146 
 Page 1 of 7 

 

 

URGENT MEDICAL  
DEVICE CORRECTION 
 

 
 
 
 
GE OEC Medical Systems, Inc. 
384 Wright Brothers Drive 
Salt Lake City, UT, 84116, USA 
 

 
Date of Letter Deployment GE HealthCare Ref. #15146 
 
To:  Director/Manager of Radiology 

Hospital Administrator 
Head of Radiology Department 
PACS Administrator 
Director of IT Department 
Head, Biomedical Engineering 
 

RE:  Flexiview 8800, OEC 9800, OEC 9900 and OEC Elite systems with 9-inch Image Intensifier 
  
Safety  
Issue 

GE HealthCare has become aware that the 9-inch Image Intensifier for OEC Flexiview 8800, 
OEC 9800, OEC 9900 and OEC Elite systems can become detached if the systems encounter 
a large impact force when moved. No instances of this issue have occurred in clinical use. GE 
HealthCare became aware of one instance of image intensifier detachment during shipment.  
 
If these systems are transported in an incorrect orientation (for example, over scan position) 
and the system impacts a large threshold or other impact force, the image intensifier could 
become detached at the time of impact and fall. This could lead to injury (such as fracture(s), 
hematoma, contusion, bruise, pain, etc.).   
 
There have been no injuries reported as a result of this potential issue. 

 
Actions 
to be 
taken by 
Customer
/User  

 
You can continue to use your device. When transporting the device, ensure it is always 
in the Anterior Posterior (AP) position (see Figure 1 below), as instructed in the systems’ 
Operator Manual. 
 

Use caution when moving system to avoid a large impact force. 

 
Figure 1 – C-Arm in AP Position 
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Please complete the attached Medical Device Notification Acknowledgement Response 
form and send to fieldactionssurgery@ge.com 

  
Affected 
Product 
Details 

OEC Flexiview 8800 systems with 9-inch Image Intensifier  
OEC 9800 systems with 9-inch Image Intensifier 
OEC 9900 systems with 9-inch Image Intensifier 
OEC Elite systems with 9-inch Image Intensifier  

  

 Field Upgrade Kits: 

P/N 5451208 RIU, 9 INCH, TOSHIBA 
P/N 5485304 SERVICE PART, IMAGE INTENSIFIER, 9 INCH, TOSHIBA 
P/N 5761613 SERVICE PART, IMAGE INTENSIFIER, 9 INCH 

 
 See attached Appendix for a list of affected serial numbers. 
 
Intended Use 
To provide fluoroscopic and digital spot images of the patient anatomy, 
interventional tools/devices, and contrast agents during diagnostic, interventional, 
and surgical procedures.  

  
Product 
Correction 

GE HealthCare will correct all affected products at no cost to you. A 
GE HealthCare representative will contact you to plan execution for the correction. 

  
Contact 
Information 

If you have any questions or concerns regarding this notification, please contact 
GE HealthCare Service or your local Service Representative. 

 

Please be assured that maintaining a high level of safety and quality is our highest priority. If you have 
any questions, please contact us immediately per the contact information above. 
 
Sincerely,  
           

                                                                         
Laila Gurney       Scott Kelley 
Chief Quality & Regulatory Officer    Chief Medical & Safety Officer  
GE HealthCare       GE HealthCare 
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GE HealthCare Ref. # 15146 

 
MEDICAL DEVICE NOTIFICATION ACKNOWLEDGEMENT 

RESPONSE REQUIRED 
 
Please complete this form and return it to GE Healthcare promptly upon receipt of this letter and 
no later than 30 days from receipt. This will confirm receipt and understanding of the Medical 
Device Correction Notice.  
 
*Customer/Consignee 
Name:  

Street Address:  

City/State/ZIP/Country:  

*Customer Email Address:  

*Customer Phone Number:  
 

☐ 

We acknowledge receipt and understanding of the accompanying Medical Device 
Notification, and that we have informed appropriate staff and have taken and will take 
appropriate actions in accordance with that Notification. 

 
Please provide the name of the individual with responsibility who completed this form. 
 

Signature:  

*Printed Name:  

*Title:  

*Date (DD/MM/YYYY):  
 

*Indicates Mandatory Fields 

Please return completed form by scanning or taking a photo of the completed form and email 
to: fieldactionssurgery@ge.com 
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APPENDIX 

OEC 8800 SERIAL NUMBERS 
3228PU4  

6936PU9  

OEC 9800 SERIAL NUMBERS 

89-0223 89-1854 8S-0124 8S-2046-C 

89-0282 89-1920 8S-0175 8S-2426 

89-0296 89-2101 8S-0200 8S-2580 

89-0317 89-2167 8S-0233-C 8S-2836 

89-0461 89-2340 8S-0394 8S-2988 

89-0554 89-2459 8S-0410 8S-3039 

89-0609-RC 89-2913 8S-0509 8S-3278 

89-0979 89-3028 8S-0748 8SXXXX03626 

89-1155 89-3102 8S-1029 8SXXXX03679 

89-1278 89-3132 8S-1109 8SXXXX03680 

89-1308 89-3245 8S-1167 8SXXXX03681 

89-1579-N 89-3451 8S-1293 8SXXXX03682 

89-1590 89-3809 8S-1574 8SXXXX03683 

89-1623 89-3810 8S-1894   

89-1713 8S-0108 8S-1926   
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OEC 9900 SERIAL NUMBERS 

E9-0056 E9-2401 E9-2660 E9XXXX03481 ES-2786 ES-2986 ES-3342 ESXXXL00102 

E9-0231 E9-2402 E9-2661 E9XXXX03484 ES-2787 ES-2987 ES-3343 ESXXXL00103 

E9-0259 E9-2403 E9-2662 E9XXXX03485 ES-2788 ES-2988 ES-3344 ESXXXL00104 

E9-0409 E9-2404 E9-2663 E9XXXX03486 ES-2789 ES-2990 ES-3401 ESXXXL00105 

E9-0731 E9-2405 E9-2664 E9XXXX03487 ES-2790 ES-2991 ES-3450 ESXXXL00106 

E9-0935 E9-2406 E9-2665 E9XXXX03488 ES-2807 ES-2992 ES-3538 ESXXXL00137 

E9-0950 E9-2407 E9-2666 E9XXXX03490 ES-2808 ES-2993 ES-3598 ESXXXX03863 

E9-0975 E9-2408 E9-2667 E9XXXX03491 ES-2809 ES-2994 ES-3642 ESXXXX03911 

E9-1266 E9-2409 E9-2678 E9XXXX03492 ES-2810 ES-2995 ES-3745 ESXXXX04049 

E9-1519 E9-2410 E9-2679 E9XXXX03493 ES-2823 ES-2996 ES-7168-CMH ESXXXX04061 

E9-1695 E9-2411 E9-2747 E9XXXX03494 ES-2824 ES-2997 ES-7227-CMH ESXXXX04338 

E9-1716 E9-2451 E9-2748 E9XXXX03495 ES-2825 ES-2998 ES-7307-CMH ESXXXX04365 

E9-1719 E9-2452 E9-2778 E9XXXX03496 ES-2834 ES-2999 ES-7316-CMH ESXXXX04366 

E9-2182 E9-2453 E9-2831 ES-0080 ES-2835 ES-3038 ES-7317-CMH ESXXXX04367 

E9-2183 E9-2488 E9-2832 ES-0306 ES-2836 ES-3040 ES-7322-CMH ESXXXX04368 

E9-2184 E9-2490 E9-2833 ES-0613 ES-2837 ES-3056 ES-7323-CMH ESXXXX04369 

E9-2185 E9-2491 E9-2834 ES-0662 ES-2846 ES-3058 ES-7324-CMH ESXXXX04370 

E9-2186 E9-2492 E9-2835 ES-1052 ES-2847 ES-3062 ES-7325-CMH ESXXXX04376 

E9-2187 E9-2493 E9-2836 ES-1067 ES-2848 ES-3063 ES-7326-CMH ESXXXX04377 

E9-2189 E9-2494 E9-2837 ES-1548 ES-2849 ES-3064 ES-7328-CMH ESXXXX04378 

E9-2190 E9-2495 E9-2838 ES-1598 ES-2850 ES-3065 ES-7330-CMH ESXXXX04379 

E9-2195 E9-2496 E9-2839 ES-1631 ES-2851 ES-3066 ES-7331-CMH ESXXXX04380 

E9-2196 E9-2497 E9-2841 ES-1717-CH ES-2852 ES-3068 ES-7332-CMH ESXXXX04391 

E9-2197 E9-2498 E9-2842 ES-1782 ES-2853 ES-3069 ES-7335-CMH ESXXXX04392 

E9-2200 E9-2499 E9-2889 ES-2346 ES-2854 ES-3070 ES-7336-CMH ESXXXX04393 

E9-2201 E9-2500 E9-2899 ES-2413 ES-2855 ES-3071 ES-7337-CMH ESXXXX04394 

E9-2202 E9-2501 E9XXXX03001 ES-2472 ES-2856 ES-3072-CH ES-7346-CMH ESXXXX04402 

E9-2203 E9-2502 E9XXXX03005 ES-2602 ES-2858 ES-3073 ES-7348-CMH ESXXXX04403 

E9-2204 E9-2503 E9XXXX03006 ES-2628 ES-2864 ES-3074 ESCHXX90025 ESXXXX04404 

E9-2205 E9-2506 E9XXXX03024 ES-2629 ES-2865 ES-3075 ESCHXX90026 ESXXXX04405 

E9-2206 E9-2507 E9XXXX03025 ES-2630 ES-2866 ES-3076 ESCHXX90027 ESXXXX04406 

E9-2207 E9-2508 E9XXXX03163 ES-2633 ES-2867 ES-3077 ESCHXX90028 ESXXXX04407 

E9-2208 E9-2509 E9XXXX03336 ES-2634 ES-2868 ES-3078 ESCHXX90029 ESXXXX04417 

E9-2209 E9-2510 E9XXXX03347 ES-2635 ES-2869 ES-3079 ESCHXX90030 ESXXXX04418 

E9-2210 E9-2511 E9XXXX03348 ES-2636 ES-2870 ES-3080 ESCHXX90032 ESXXXX04419 

E9-2211 E9-2512 E9XXXX03349 ES-2637 ES-2873 ES-3081 ESCHXX90033 ESXXXX04420 

E9-2245 E9-2514 E9XXXX03350 ES-2639 ES-2874 ES-3082 ESCHXX90034 ESXXXX04421 

E9-2246 E9-2515 E9XXXX03351 ES-2640 ES-2889 ES-3083 ESCHXX90035 ESXXXX04422 

E9-2252 E9-2516 E9XXXX03352 ES-2641 ES-2890 ES-3084 ESCHXX90036 ESXXXX04423 

E9-2253 E9-2517 E9XXXX03353 ES-2642 ES-2891 ES-3085 ESCHXX90037 ESXXXX04424 

E9-2254 E9-2518 E9XXXX03354 ES-2645 ES-2892 ES-3086 ESCHXX90039 ESXXXX04425 

E9-2255 E9-2519 E9XXXX03356 ES-2646 ES-2893 ES-3087-CH ESCHXX90040 ESXXXX04426 

E9-2256 E9-2520 E9XXXX03357 ES-2647 ES-2894 ES-3088-CH ESCHXX90041 ESXXXX04427 

E9-2257 E9-2521 E9XXXX03359 ES-2648 ES-2902 ES-3089 ESCHXX90042 ESXXXX04428 

E9-2258 E9-2522 E9XXXX03363 ES-2649 ES-2903 ES-3090 ESCHXX90043 ESXXXX04429 
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E9-2259 E9-2523 E9XXXX03364 ES-2650 ES-2904 ES-3091 ESCHXX90044 ESXXXX04430 

E9-2261 E9-2531 E9XXXX03365 ES-2651 ES-2905 ES-3092 ESCHXX90045 ESXXXX04431 

E9-2262 E9-2532 E9XXXX03366 ES-2652 ES-2906 ES-3093 ESCHXX90046 ESXXXX04433 

E9-2263 E9-2533 E9XXXX03367 ES-2653 ES-2907 ES-3099 ESCHXX90047 ESXXXX04434 

E9-2270 E9-2534 E9XXXX03368 ES-2654 ES-2908 ES-3110 ESCHXX90048 ESXXXX04435 

E9-2271 E9-2535 E9XXXX03369 ES-2655 ES-2909 ES-3111 ESCHXX90049 ESXXXX04436 

E9-2272 E9-2551 E9XXXX03370 ES-2656 ES-2910 ES-3112 ESCHXX90051 ESXXXX04437 

E9-2273 E9-2556 E9XXXX03371 ES-2659 ES-2911 ES-3131 ESCHXX90052 ESXXXX04438 

E9-2274 E9-2557 E9XXXX03372 ES-2660 ES-2914 ES-3132 ESCHXX90053 ESXXXX04439 

E9-2275 E9-2558 E9XXXX03373 ES-2661 ES-2915 ES-3133 ESCMHX07462 ESXXXX04440 

E9-2276 E9-2559 E9XXXX03374 ES-2662 ES-2916 ES-3134 ESCMHX07464 ESXXXX04441 

E9-2277 E9-2560 E9XXXX03377 ES-2663 ES-2933 ES-3135 ESCMHX07465 ESXXXX04442 

E9-2279 E9-2561 E9XXXX03403 ES-2664 ES-2934 ES-3136 ESCMHX07466 ESXXXX04443 

E9-2280 E9-2562 E9XXXX03404 ES-2665 ES-2935 ES-3137 ESCMHX07467 ESXXXX04444 

E9-2281 E9-2563 E9XXXX03405 ES-2666 ES-2936 ES-3138 ESCMHX07468 ESXXXX04445 

E9-2282 E9-2564 E9XXXX03406 ES-2667 ES-2937 ES-3139 ESCMHX07472 ESXXXX04446 

E9-2283 E9-2565 E9XXXX03407 ES-2668 ES-2938-CH ES-3140 ESCMHX07473 ESXXXX04447 

E9-2284 E9-2566 E9XXXX03408 ES-2669 ES-2939 ES-3152 ESCMHX07474 ESXXXX04448 

E9-2285 E9-2567 E9XXXX03409 ES-2670 ES-2940 ES-3153 ESCMHX07475 ESXXXX04449 

E9-2286 E9-2568 E9XXXX03412 ES-2671 ES-2941 ES-3163 ESCMHX07476 ESXXXX04450 

E9-2288 E9-2569 E9XXXX03413 ES-2676 ES-2942 ES-3164 ESCMHX07477 ESXXXX04451 

E9-2289 E9-2570 E9XXXX03414 ES-2677 ES-2943 ES-3165 ESCMHX07478 ESXXXX04452 

E9-2290 E9-2571 E9XXXX03415 ES-2678 ES-2944 ES-3166 ESCMHX07479 ESXXXX04453 

E9-2291 E9-2572 E9XXXX03416 ES-2679 ES-2945 ES-3167 ESXXXL00056 ESXXXX04454 

E9-2292 E9-2573 E9XXXX03417 ES-2680 ES-2946 ES-3168 ESXXXL00057 ESXXXX04455 

E9-2293 E9-2574 E9XXXX03418 ES-2681 ES-2947 ES-3169 ESXXXL00058 ESXXXX04457 

E9-2294 E9-2575 E9XXXX03419 ES-2682 ES-2948 ES-3179 ESXXXL00059 ESXXXX04458 

E9-2295 E9-2577 E9XXXX03420 ES-2683 ES-2949-CH ES-3180 ESXXXL00060 ESXXXX04459 

E9-2296 E9-2578 E9XXXX03421 ES-2684 ES-2950 ES-3182 ESXXXL00061 ESXXXX04460 

E9-2297 E9-2579 E9XXXX03423 ES-2685 ES-2951 ES-3183 ESXXXL00066 ESXXXX04461 

E9-2298 E9-2580 E9XXXX03424 ES-2686 ES-2952 ES-3187 ESXXXL00067 ESXXXX04462 

E9-2302 E9-2581 E9XXXX03425 ES-2687 ES-2953 ES-3188 ESXXXL00069 ESXXXX04463 

E9-2303 E9-2582 E9XXXX03426 ES-2688 ES-2954 ES-3189 ESXXXL00070 ESXXXX04464 

E9-2304 E9-2583 E9XXXX03427 ES-2689 ES-2955 ES-3190 ESXXXL00071 ESXXXX04465 

E9-2305 E9-2584 E9XXXX03428 ES-2690 ES-2956 ES-3191 ESXXXL00072 ESXXXX04466 

E9-2311 E9-2585 E9XXXX03429 ES-2691 ES-2957 ES-3192 ESXXXL00073 ESXXXX04467 

E9-2317 E9-2586 E9XXXX03430 ES-2692 ES-2958 ES-3193 ESXXXL00074 ESXXXX04468 

E9-2318 E9-2587 E9XXXX03431 ES-2693 ES-2959 ES-3194 ESXXXL00075 ESXXXX04469 

E9-2322 E9-2588 E9XXXX03433 ES-2694 ES-2960 ES-3195 ESXXXL00076 ESXXXX04470 

E9-2323 E9-2589 E9XXXX03434 ES-2695 ES-2961 ES-3196 ESXXXL00077 ESXXXX04471 

E9-2324 E9-2590 E9XXXX03435 ES-2698 ES-2962 ES-3203 ESXXXL00078 ESXXXX04472 

E9-2325 E9-2591 E9XXXX03436 ES-2699 ES-2963 ES-3204 ESXXXL00079 ESXXXX04473 

E9-2326 E9-2593 E9XXXX03437 ES-2700 ES-2964 ES-3207 ESXXXL00080 ESXXXX04474 

E9-2327 E9-2594 E9XXXX03438 ES-2708 ES-2965 ES-3208 ESXXXL00081 ESXXXX04475 

E9-2328 E9-2596 E9XXXX03439 ES-2731 ES-2966 ES-3209 ESXXXL00082 ESXXXX04476 

E9-2329 E9-2638 E9XXXX03440 ES-2745 ES-2967 ES-3210 ESXXXL00083 ESXXXX04477 

E9-2330 E9-2639 E9XXXX03456 ES-2754 ES-2968 ES-3211 ESXXXL00084 ESXXXX04478 
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E9-2337 E9-2640 E9XXXX03459 ES-2755 ES-2969 ES-3213 ESXXXL00085 ESXXXX04479 

E9-2345 E9-2641 E9XXXX03460 ES-2756 ES-2970 ES-3214 ESXXXL00086 ESXXXX04480 

E9-2346 E9-2642 E9XXXX03466 ES-2761 ES-2971 ES-3215 ESXXXL00087 ESXXXX04481 

E9-2347 E9-2643 E9XXXX03467 ES-2762 ES-2972 ES-3216 ESXXXL00088 ESXXXX04482 

E9-2385 E9-2644 E9XXXX03468 ES-2763 ES-2973 ES-3217 ESXXXL00089 ESXXXX04483 

E9-2389 E9-2645 E9XXXX03469 ES-2764 ES-2974 ES-3224 ESXXXL00090 ESXXXX04484 

E9-2390 E9-2646 E9XXXX03470 ES-2765 ES-2975 ES-3240 ESXXXL00091 ESXXXX04485 

E9-2391 E9-2648 E9XXXX03471 ES-2767 ES-2976 ES-3255 ESXXXL00092 ESXXXX04486 

E9-2392 E9-2650 E9XXXX03472 ES-2768 ES-2977-CH ES-3285 ESXXXL00093 ESXXXX04487 

E9-2393 E9-2651 E9XXXX03473 ES-2769 ES-2978 ES-3290 ESXXXL00094 ESXXXX04488 

E9-2394 E9-2652 E9XXXX03474 ES-2770 ES-2979 ES-3296 ESXXXL00095 ESXXXX04489 

E9-2395 E9-2653 E9XXXX03475 ES-2771 ES-2980 ES-3297 ESXXXL00096 ESXXXX04490 

E9-2396 E9-2654 E9XXXX03476 ES-2772 ES-2981 ES-3298 ESXXXL00097 ESXXXX04491 

E9-2397 E9-2655 E9XXXX03477 ES-2773 ES-2982 ES-3299 ESXXXL00098 ESXXXX04492 

E9-2398 E9-2656 E9XXXX03478 ES-2774 ES-2983 ES-3300 ESXXXL00099 ESXXXX04493 

E9-2399 E9-2657 E9XXXX03479 ES-2775 ES-2984 ES-3301 ESXXXL00100 ESXXXX04494 

E9-2400 E9-2659 E9XXXX03480 ES-2776 ES-2985 ES-3341 ESXXXL00101 ESXXXX04495 

ESXXXX04496 ESXXXX04497 ESXXXX04498 ESXXXX04499 ESXXXX04500 ESXXXX04501 ESXXXX04502 ESXXXX04503 

ESXXXX04504 ESXXXX04505 ESXXXX04506 ESXXXX04507 ESXXXX04508 ESXXXX04509 ESXXXX04511 ESXXXX04512 

ESXXXX04513 ESXXXX04514 ESXXXX04515 ESXXXX04516 ESXXXX04517 ESXXXX04518 ESXXXX04519 ESXXXX04520 

ESXXXX04521 ESXXXX04522 ESXXXX04523 ESXXXX04524 ESXXXX04525 ESXXXX04526 ESXXXX04527 ESXXXX04528 

ESXXXX04529 ESXXXX04530 ESXXXX04531           
 

OEC ELITE SERIAL NUMBER RANGE 

F9XXTX00001 THROUGH F9XXTX00259 

F9XXXX00001 THROUGH F9XXXX00070 

FSXXTX00003 THROUGH FSXXTX00442 

FSXXXX00001 THROUGH FSXXXX00068 

 

FIELD UPGRADE KITS WITH SALES ORDER NUMBER 
 
P/N 5451208 P/N 5485304 P/N 5761613 
80165102 10557644 10283014 

80171955 118687327 10152211 

80173514  105108003 

80162453  105114645 

80183950   

80151733   

80163547   

80171532   

80156410   

80176650   

 


