- 'HOSEI‘TAL' ‘
,MENONITA

) G A YA MA

) Slrwendo con Amor Cnst|ano :

o 52-30883-0/
~  Shiawn,W. Seeley, Health Physrcrst ;‘
L USNRC " . T 030 31050@

2100 Renalssance Boulevard Sunte 100 v
”ng of Prussna, PA 19406 2713 IERPRRETI

o ‘.Subject Notlflcatlon of Llcense No 52-30883 0 (Hospltal Menonlta Guayama)

'. _ »We are notlfylng you through thlS letter of the temporary closure of all servuces provnded to our patlents y
" inthe area ofnuclear medlcme We have recelved urgent mformatlon from Ph|l|ps company in Wthh they o
~ have detected a problem in some Phlllps Forte Camera Range ThlS sntuatlon forces us not to offer the
'serV|ce to patlents untll the Phlllps company solves the problem S

: : Please v1ew the attachment recelved by Phrhps

" i'_lf addrtlonal nnformatron is needed calI to my offlce phone number (787) 864—4300 ext 1901 or S
.-:l\/lr Carmelo Pérez (RSO) (787) 4320320

o .'.Thanks in. advance for your cooperatlon on thls matter -
o f_'Sm_cerely,_ '

, |a Garcna MHSA
Admlnlstrator T :
o Hospltal Menonlta Guayama

L Attachments

1. Fleld Safety Notlce

P O Box 10018 Ave Pedro AlblZU Campos Urb La Hacxenda Guayama P R 00785
Tel (787) 864 4300 ext 1901 Fax (787) 864 —4466

H r\q LATM | :" : o uussﬁl\l/m%ﬁgm.seoe



" PHILIPS

Field Safety Notice | }.bage*—a'of-tl -

. Advanced Molecular lmagmg FSN 88200523 Revrsron 01 o o 2019 SEP 19

URGENT Fleld Safety Notlce

Medtcal Dewce Correctton

= '_: Forte, Forte JETStream Forte JETStream AZ, Forte JETStream AZ upgrade,
- Forte JETStream upgrade, Dtamond Sefect Forte Dramond Select Forte
_ , JETStream -

Forte Detector Ummpeded Motron

Drscontmue system use untnl further notﬂce
. Dear Customer '

A problem has been detected in the Phllxps Forte product ltne that, if it were to re-occur could pose o
o a risk for patlents or users. ThlS Fleld Safety Notlce is rntended 10 tnform you about
) ‘s~ ‘whatthe problem is and under what cnrcumstances it can. occur

.» the actions that should be taken by the customerl user ln order to prevent nsks for
o 'patlents or users -

e jthe actlons planned by Phthps to correct the problem

‘ equrpment

Please revtew the followrng mformatuon wrth aII members of your staff who need to be aware of the
contents of thls commumcatron It is rmportant to understand the lmplrcatlons of thls commumcatron

S Please retaln _a_.copy_ wrth_ the equrpment ln_struct;on for Use'., o '-: i

If you need any further tnformatlon or support concermng this i |ssue please contact your Iocal
- - Philips representatlve For North Amenca and Canada oontact the Customer Care Solutlons
: _-Center(1 800-722-9377) ‘ -

'A ThIS notlce has been reported to the appropnate Regulatory Agency

- Slncerely

- Holly anht Lee

o Sr Manager, Post Market Surverllance

Thts document contatns lmportant mformatlon for the contmued safe and proper use of your -
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Advanced Molecular lmaglng : FSN 88200523 Revnsron 01 B _ 2019 SEP 19

URGENT Fleld Safety Notlce

Medlcal Devnce Correctuon

Forte Forte JETStream, Forte JETStream AZ Forte JETStream AZ upgrade
Forte JETStream upgrade Dtamond Select Forte, Dramond Select Forte
4 , R JETStream ' o :

Forte Detector Ummpeded Motron ‘

Discontmue system use unt!l further notrce

S .AFFECTED.PRopucrs fsazozo Forte R
o 882290 Forte JETStream o
"1 882291 Forte JETStream upgrade
882320 Forte JETStream AZ; I
882321 Forte JETStream AZ upgrade R
. .| 889456 Diamond Select Forte, © - . .
.| 889471 Dlamond Select Forte JETStream

' ,PROBLEM : ER Asaresult ofacustomer reported problem durmg detector radlus -

cameras that could result in either detector 1 or detector 2 falllng
R unlmpeded vertlcally to the end stops of. lts travel lxmlt

~DESCRlPTION | movement, Philips identified an issue affecting the Forte family of gamma o

| -end stops of its- travel limit, due to & mechamcal failure; possrbly maklng
| contact wrth a patlent that could result in entrapment senous mjury, or
. death : - . S o

| HAZARD INVOL\IED | There is a possibility that a détector may fall unlmpeded vertxcally tothe |

5 HOW TO lDENTlFY S Thls lssue applles to all Forte gamma cameras
_ AFFECTED PRODUCTS ' : . h R
| ,Forte .

Forte JETStream .

| Forte JETStream upgrade

| Forte JETStream AZ, -

" | Forte JETStream AZ upgrade
'| Diamond Select Forte; =~~~ <o

‘Dramond Select Forte JETStream o

The product type can be determrned by fmdmg the name of the system of :
-the product label. Refer to the representatlve phctos below
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: ."Advanced Molecular Imaglng e FSN 88200523 Revrsnon o1 . L 2019 SEP 19

URGENT Fleld Safety Notlce

Medlcal Ievuce Correctton

| h Forte, Forte JETStream Forte JETStream AZ, Forte JETStream AZ upgrade L
o Forte JETStream upgrade Dlamond Select Forte, Dramond Select Forte S
\ : - o JETStream ; , -

Forte Detecttor Unlmpeded Motlon o

Discontmue system use untl! further notroe

: ACTION TO BE TAKEN

~|BY CUSTOMER / USER - | Diséoﬁtinue- use of the system' untitfu'nh'er'natice- L

'\'z' :

g lnform those who need to be aware wrthm your orgamzatlon or any
organization’ where the potentlally affected devxces have been -
transferred (lf appropnate) .

- E ,- > Mamtaln thls notlce wnth your system Instructnons for Use (IFU) untrl the

correctlon is made to the: system
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Fieid Safety Notlce E . -. R F’age4014‘ '

.Advanced Molecular lmaglng T FSN 88200523 Revusnon 01 o - R 2019 S’=P 19

URGENT Field Safety Notlce

Medlcal Dewce Cerrectnon B
‘ ’Forte Forte JETStream Forte JETStream AZ Forte JETStream AZ upgrade

Forte JETS?ream upgrade Dlamond Select Forte Dlamond Seﬂec’t Forte 'v S

AN .. : JETStream .
Forte Detector Unlmpeded Motton

Iiscontmue system use untul further no’uce

Sl ACTIONS PLANNED BY Phlhps Healthcare is dlstrlbutmg thls FSN to all affected customers/users
B '_Z_PHILIPS Col "~ |'and will deploy a so!utlon addressmg the lssue upon completron of the
T o lnvestlgatlon ' S . . .
FURTHER B R you need any further mformat:on or support concernmo thus lssue please
INFORMATION AND - | contact your local Phlhps representahve : Ao
|SUPPORT '~ =« | _|For SUPPORT in North America and Canada contact the Customer Care R
' T Solunons Center(1-800 722-9377 fo!low the prompts) : 1
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:.Vﬂeid Safety Notace o co ':j'},::'f' o page,lom.:;

'Advanced Molecularlmagmg T 'FéN 88200523 Reyision; 01 20198EP 19
Customer Response Form

_INSTRUCTIONS Please complete thrs form wrth the customer upon dellvery of the Freld Safety
' Notlce and: return to the BIU Please ema:l completed form to CTNM QARA@Phlhps com

- 'C.Lrs,tom_e_r_Nvarn'e;’ B P S R LT SO
R - 1| System Code ~ -~ System Serial No. |

-

. ::'Our records mdrcate that your frrm has recelved affecled systems By srgmng thrs form /ou B A
facknowledge havrng recerved read and understood the content of thrs Ietter and have taken L

- I:»-appropnate actrons

- Signaturéi i .. S .. .. . . Date: .

CPdntName:. ... o Emailill




NRC FORM 532 om0 U.S. NUCLEAR REGULATORY COMMISSION
(05-2016) < Ly,

:3 ACKNOWLEDGEMENT - RECEIPT OF CORRESPONDENCE
&

TATgg
¥,
(3

N
Name and Address of Applicant and/or Licensee Date
10/25/2019
, License Number(s)
Hospital Menonita Guayama 52-30883-01
Attn: Carmelo Perez -
Radiation Safety Officer Mail Control Number(s)
P.O. 10011 Notification 616803
Guayama, Puerto Rico  00785-4011 Licensing and/or Technical Reviewer or Branch
Medical Branch

This is to acknowledge receipt of your: Letter and/or D Application Dated: 10/04/2019

The initial processing, which included an administrative review, has been performed.
[ ] Amendment [ ] Termination [ ] New License [ ] Renewal

There were no administrative omissions identified during our initial review.

This is to acknowledge receipt of your application for renewal of the material(s) license identified
above. Your application is deemed timely filed, and accordingly, the license will not expire until final
action has been taken by this office.

Your application for a new NRC license did not include your taxpayer identification number. Please
complete and submit NRC Form 5§31, Request for Taxpayer Identification Number, located at the
following link:  http://www.nrc.gov/reading-rm/doc-collections/forms/nrc531.pdf

Follow the instructions on the form for submission.

D The following administrative omissions have been identified:

Your application has been assigned the above listed MAIL CONTROL NUMBER. When calling to inquire about this
action, please refer to this control number. Your application has been forwarded to a technical reviewer. Please
note that the technical review, which is normally completed within 180 days for a renewal application (80 days for all
other requests), may identify additional omissions or require additional information. If you have any questions
concerning the processing of your application, our contact information is listed below:

Region |

U. 8. Nuclear Regulatory Commission

Division of Nuclear Materials Safety

2100 Renaissance Boulevard, Suite 100

King of Prussia, PA 19406-2713

(610) 337-5260, (610) 337-5313,

(610) 337-5398, (610) 337-5513 or (610) 337-5239

NRC FORM 532 (05-2016)






