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C. Suspect medication(s)

1. Name (give iabeled strength & mirfiabeter. if known)

1. [] Adverseevent andior ] Product problem (e.g., defects/maiunctions)

2. Outcomes attributed to adverse event

(Check al that apply) (] aisanitey
| {mandayim) required intervention 10 prevent
([ #e-ttweatening permanent impasirment/damage
[J hospitatization - initial or prolonged [ other:
3. Date of 4. Date of
(mo/amyyn) T Pt

5. Describe event or problem

6. Relevant tests/laboratory data, including dates

7. Other relevant history, inciuding preexisting medical conditions (e.g.. allergies,
race, pregnancy, smolung and aicohol use, hepatic/renal dysfunction, etc.)

"
#2
2. Dosa, frequency & routs used 3. Therapy Gates (il unknown, give duralion)
Tromao (Of best estngie)
#1 »
#2 #2
4. Diagnosis for use (indication) 5. Event abated after use
1 stopped or dose reduced
. #1 Clyes (Jro [Jgogm
#2
t
[6. Lot # (it known) 7. Exp. date (f known) #2 [Cyes (ro [Jgogpr

L3l . " 8. Event regppesred after

reintroduction
#1 CJyes (Ono [CJgossm
#2[Jyes (Jno Dappym

10. Concomitant medicai products and therapy dates (exciude treatment ot event)

#2 74
9. NDC # ~ for product problems only (if known)

D. Suspect medical device

1. Brand name

2. Type of device

4. Operator of device
[ neatth professional
7] ray userspatient

3. Manufacturer name & address

[:] other:
5. Expiration date

6. (morgewyr)

model #

e . 7. if implanted, give date
serial #
L' ‘54 If explanted, give date

qt # (mossmwyr)

other #

(Do not send to FDA)

9. Device availabie for evaluation?
D yes D no [:] retumed to manufacturer on
{modayv
10. Concomitant medical products and therapy daies (exclude treatment of event)

E. Initial reporter

1. Name, address & phone #

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manutacturer or product caused or
contributed to the event.
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C. Suspect medication(s)
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#

#2
2. Dose, frequency & route used
#1 (2l

3. Therapy dates (if unknown, give duration)
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4. Diagnasis for use (indication)
#1

5. Event abated after use
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10. Concomitant medicai products and therapy dates (exclude treatment ot event)

D. Suspect medical device

1. Brand name

2. Type ot device

4. Operator of device
[J neatth protessional
D lay uset/patient

3. Manufacturer name & address

D other:
5. Expiration date
5. (morcewy)
model #
7. If implanted, give date
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serial #
8. i expianted, give date
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19. Device availabie for evaluation? (Do not send to FDA)
D yes D no D retumed to manutacturer on

10. Concomitant medical products and therapy dates (exclude treatment of event)

(mosdayrw

E. Initial reporter

1. Name, address & phone #

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manutacturer or product caused or
contributed to the event.
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an admission that medical personnel, user

EXpenence Report tacility, distributor, manutacturer or product
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F. For use by user facility/distributor-devices only H. Device manufacturers only ‘
1. Check one 2. UF/Dist report number 1. Type of reportable event 2. It follow-up, what type?
(O usertaciity [] aisimbutor 0 cean (] correction
3. User tacility or distributor name/address D senous injury D additional information
- : Dmauunctim(seoguwnes) DresponsoloFDAvoquest
D other: D device evaluation
3. Owletmlud.dbymfr’ 4. Device manufscture date
(ot rewmed 1o mér. =
4. Contact person 5. Phone Number ([Cyes ] evaiaton summary anached -
DM(MWlOGWWM) 5. Labeled for single use?
or provide code D yes D no
6. Date user faciiity or distributor | 7. Type of report 8. Date of this report
became aware of event (moraevryn
(morcey/yr) D intial 6. Evaluation codes (refer 10 coong manual)

e et [_H

[5. Approximate [10. Event probiem codes (reter 10 coding manual)
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device
- - CONGRISIONS r -r J- |
11. Report sent to FDA? 12. Location where event occurred
D yes D hospital outpatient 7. ren;edial action initiated, 8. Usage of device
o pe~e—— [ home diagnostic facility check type o
) [Jambutatory [Jrecan [J notfication [] initiat use of device
nursing home t
13. Report sent to manufacturer? _ surgical taciiity D .reuse
D outpatient D reparw D inspection
D yes treatment facility D unknown
ther: { i
D no (oo D ofher D replace D patient monitonng 9. It action reported 10 FDA under
ifi 21 USC 360i(f). list correction/removal
14. M ad relabeling maodification/ A
anufacturer name/address D D adiusiment reporting numbet:
D other:
10. D Additional manufacturer narrative  and/or  11. G Corrected data
G. All manufacturers
1. Contact office — name/address (& mining site for devices) 2. Phone number

3. Report source
{check all that apply)

D foregn
O stay
D literature ’
D consumer < £
[ neaitn
4. Date received by manufacturer | 5. professional
mordayyn (AINDA # D user facility
IND # - D company
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- D distributor
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