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APPENDIX C

For use by user-facilities, Wit raport
distributors and manufacturers for
MEDWATCH st ==
THE FDA MEDICAL PRODUCTS REFPORTING PROGRAM Pag. e of ____ FDAM

A. Patient information
1. Patient identifler |2. AQe at time
of avent:

ar

Date
of birth:

4. Waight

In ¢confidence
B. Adverse event or product problem
1. D Adverse avent and/or D Product problem {e.g.. defecis/matfunctions)

2. Qutcomas attributed to adverse event
{chack all that apply}

Oeean ___________
imosdayiyr)

E] life-threatening

U hospitalization — initial or prolonged

[ aisanuity
D congenital anomaly

[:l required intervention to prevent
permanent impairment/damage

I:] ather:

3. Date of 4. Date of
avent this report
(madayyct imo/dayfyr)

5. Describa avent or problem

6. Relevant tests/laboratory data, including dates

7 Other relevant history, including preexisting medical conditions {e.g.. allergies.
race, pregnancy, smoking and aicoho) use, hepalivienal dysfunction. ste.)

Farm Approved: OMB No. 1910-0291 Expires: 12/31/00
Se0 OME maismant on reversy

C. Suspect medication(s)

1. Namas (give {abeied Strength & mfr/labeler. if known}

#1
#2
?. Dosa, fraquency & route usad 3. Therapy dates (if unknown, give duration)
oMo (G Daslt sEOmate)
#1 #1
#2 #2
4. Diagnaosis for use {indication) 5. Event abated after use
#1 stopped or dose reduced
- #t Dves [ Cl3080
doesn't
6. Lot # (if known) 7. Exp. date (if known) #2 Dyes D no D EPDFY
#1 #1 8. Event reappeared after
reintroducticn
#2 w2 .
#1 [yes [Jno []g855M
3. NDC # - for product problems only (if known)
- - #2 [ Jyes [Jro Dggs&”'l

10. Concomitant meadical products and therapy dates (exclude ireatment of event)

D. Suspect medical device

1. Brand name

2. Type of davice

4. Operator of device
D heaith professional
D lay user/patient

[:' other:

3. Manufacturer name & address

5. Expiration date

6. {moldaynl
model #

7. ifimplamed, give date
catalog # (mordayiyr)
serial #

8 If axplantad, give data
lot # (maidaytye}
other #

9. Davice available for evaluation? (Do not send to FDA)
D ves D no I:! returned ta manufacturer on

imorda yiyrt

10, Concomitant madical products and therapy dates (exclude treatment of event)

E. Initial reporter
Nama & address

1

phone #

Submission of a report does not constitute an
admission that medical personnel. user facility,
distnbutor, manufacturer or product causad or
contributed to the event.

FOA

FDA Form 35004

4 [Initial reporter also

sant report to FCA

Myee Tlre [Tunk

2. Health professional?

Mves O no

3. Occupation




Medication and Device Submission of a report does not constitute U-S. DEPARTMENT OF HEALTH AND HUMAN SERVICES

Pubiic Heailh Service « Food and Drug Administration

. an admission that medical personnel, user
EXP'e”ence Report facility, distributor, manufacturar or praduct
{continued) caused or contributed to the event.
Refer to guidelines for specific instructions Page __ . of ____ FOA Uss Only
F. For use by user facility/distributor—devices only H. Device manufacturers only
1. Check cne 2. UF/Dist report number 1. Type of reportable avent 2. M follow-up, what typa?
[O] usertacuty [ astributor [ ] geath ] correction
3. User facility or distributor name/addrass L__] Senaus inury [:} additional information
D malfunction (see guidelines} D response 10 FDA request
[] other: [0 dewce evaluation
3. Davice evaluated by mfr? 4. Device manufacture date
Dnol returned lo mir. fmayes
3. Contacl person 5. Phona Number Dyes D evaluation summary attached -~
[:]no (attach i 5. Labeled for single use?
page (o explain why not)
ar provide code, D yes D no
6. Date user facility or distributor | 7. Type of report 8. Date of this report
became awara of avent \maigayty)
(masdayiyr) D Imual 6. Evaluation codes (refer 10 coding manual)
D follow-up # _____
. , e - T
9. Approximate 10. Event problem codes (refer to coding manual}
age of device .
: : - I
code ( | I J
: : moners [
code |
11. Report sent lo FDA? 12, Lecation where event occurred
D ves C] hospital D cutpatiert 7. Ifhrerr'l(edial action initiated, 8. Usage of device
e Tmaranyi ] home diagnostic facility check type o )
|:] hursing home D ambulatory D racall D notification |_—_| initial use of device
13. Report sent ta manufacturer? ; surgical facility [ reuse
[ outpationt o T repan [ inspestion
[ ves treatment facility |:| unknown
D no {mordayiyri D other: — D replace E] patient monitoring 9. 1l action reported o FDA under
redabalin modification/ 21 USGC 360i(N, list correctioniremoval
14. Manufacturer name/address g 9 D adjustment reporting number.
ather:

10.!:] Additional manufacturer narrative angd/ar - 11, D Corrected data

G. All manufacturers

t. Contact offtce - name/address (& 111wy site for devices) 2. Phone number
3. Report source
(check all that apply)
EI foreign
1 stuoy
D lilerature
[ consumer
[ nean
4. Date recaived by manufacturer | 5. peofessional
(meioaylyr) (ANDA# _____ (] user facilty
LI — [ company
6. If IND, protocol # .
! representative
PLAY .. 0 P
distributor
re-1938 as
7. Type of report . D y D Uthes
check alt that appl
( pply) QTC D yes
5 D 152 product
L] s-cay e 3. Adverse evant termis)
D 10-day [:l periodic
D Initial D follow-up # ___
9. Mfr. report numbar
flacth infartmall to - CHHS R 3] o . d ] i
mont et vavponin, hehuding e i 10¢ cevielg e et dis shuravn.  Bepeisorh Aeduolon Froleet 1010-0291] s 4 sarea o net equired tarecpond s, F1gase DO NOT RETURN this
gathering and mainiaining tha data nesded, and g and of infor.  Huberl H. Humphray Buliding, Room 531-H  a collaction of Informatlan unisa (I alsplays  fOFM to this address.
Mmafian Sand rommants regarding this burcan astimate of any other aspect of this colleclion of 204 Independances Avenus, sw a currently valid OMB control numbar.”
information, 9% far ing this burden tn: Washingten, D.C. 20201
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