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Topics for today

Post-approval requirements devices
o Regulatory Submissions

o Adverse Events

o Other Post-Marketing Reports

o Medical Device Reports

o Safety Reports
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Adverse Device Effects
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User Reports

Users (healthcare professionals, consumers,
etc.) may also file reports (MedWatch)

If sponsor is notified by FDA and sent a copy
of the User Report, the sponsor does not file
a separate report (to avoid duplication at the

FDA), but does report on follow-up research

and activities.
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Adverse Device Effects

Medical Device Effects 21 CFR 803

o medical device has/may have caused/contributed to a death or
serious injury

o device has malfunctioned/failed and that malfunction/failure has
or may have caused or contributed to a death or serious injury

o other causes of MDE may be improper or inadequate design,
problems in manufacturing, labeling or user error

o source of reports may be manufacturer, distributor, importer,
user, healthcare professional or other semi-professionals
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Problems Unique to Medical Device
Reporting
Lack of standard nomenclature for devices

These events represent numerators, usually
with no clear denominator available

Operator involvement and human factors
Issues inherent in virtually every event

Complex multi-device situations are common,
leading to complex evaluation
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Device problems - continued

Information in reports is often limited

MDR may not be be to detect increases in
rates of known events

Specific disincentives to reporting, e.g., user
error

MDR not a good method for certain types of
products, e.g., IVDs

New technology and the learning curve;
adequacy of training
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Medical Device Reports

MedWatch
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FDA’s MedWatch Program

Mandatory Reporting

o Manufacturers (bylaw) report deaths and serious
Injuries or malfunctions (near incidents) If a
medical device may have caused or contributed to
the event

o All user facilities (hospitals, nursing homes, etc.)
must report deaths to FDA and serious Injuries to
manufacturers

Voluntary reports encouraged from health
professionals

Feldman 27Feb08 9



U.8. Depanment of Health and Human Services Form Approved: OMB No. 010-C291, Expires: 03/31/05

. See OMB statement on revrce,
M E D w A rc H For VOLUNTARY reporting of
adverse events and product problems
The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION

1. Patient Identifier |2. Age at Time
of Event:

Triage unit
sequence #

Page __ of _

C. SUSPECT MEDICATION(S)

1. Name (Give labeled strength & mfr/iabsler, if known)

3. Sex

or [ Femate bs #
Date or #
In confidence of Rirth: O wate kgs
2. Dose, Frequency & Route Used 3 Therapy Dates (i unknown, givo duration]
B. ADVERSE EVENT OR PRODUCT PROBLEM from/to (or hest estimate)
# #
1. [ Adverse Event  andior  [] Product Problem (e.g.,
2 Outcomes Attributed to Adverss Event [ picupiy #2 #2
(Check al that apply) X 4. Diagnosts for Use (indication) 5. Event Abated After Use
[ veatts [ Congenital Anomaly Stopped or Dose Reduced?
cath: - # .
rordEyiy] [ Requires intervention to Prevert # [Jves [Ino []Doesr
] tife-threatening Pemmanent impalfment/Damage " Apply
Doesn't
T Hospralization - initial or prolonged |} Otner: 6. Lot # (it known) 7 Exp.Date (Fhowy | 72 Ll Yes [0 Apply
3. Date of Event (mo/day/year) 4. Date of This Report (mo/day/year} #1 #1 8. Event Reappea;ed After
#2 # #1 [Jves [Jno ] Goramt
\pply
5. Describe Event or Problem 9. NDC# (For product problems only) —_——
oesrt
- - # [dves [INo Pony

10. Concomitant Wedical Praducts and Therapy Dates (Exclude reatment of event)

D. SU CT MEDICAL DEVICE

1. Brand Name

2. Type of Device

©

Manufacturer Name, City and State

PLEASE TYPE OR USE BLLACK INK

4. Model # Lot # 5. Operator of Device
{1 Health
Catalog # Explration Date (mo/daylyr) i
[0 Lay UserPatient
Serial # Other # [ ctrer:
8. Hf Implanted, Give Date (mo/day/yr) 7. If Explanted, Give Date (mo/day/yr)
6. Relevant Tests/Laboratory Data, Including Dates 8. Is this a Single-use Device that was Reprocessed and Reused on a Patlent?

[Jves [Ine

I Yes to Item No. 3, Enter Name and Address of Reprocessor

©

10. Device Avallable for Evaluation? (Do ot send (o FDOA)
Cves [Ine [ Retumedto on:
(moldeylyr)

1. Concomitant Medical Products and Therapy Dates (Exclude treatment of eveni)

7. Other Relevant Histary, Including Preexisting Mcdical Conditions (e.g., allergies,
race, pregnancy. smaking and alcohol use, kepaticienal dysfunction, etc.)

E. REPORTER (See confidentiality section on back)
1. Name and Address

2. Health 7 }3. O i 4. Also Reported to:
Mall to: M:p_WMcn o FAXto: ves [no [ Manutacturer
= 5600 Fishers Lane 1-800-FDA-0178 — 7] user Faciity
I Rockville, MD 20852-9787 5. Ifyou do NOT want your identity disclosed
to the manufacturer, place an *X” in this box: | ] [ oistributoramporter

FORM FDA 3500 {12/03} Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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Medical Device Reports

Complete a MedWatch form (Form 3500A)

Timing of reports

o User facility: within 10 days of becoming aware of
the event

o Importers : within 30 days

o Manufacturers
within 30 days for an individual event

within 5 days if remedial action is needed to prevent
unreasonable risk of substantial harm to the public
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‘ Contents of Form 3500A

www.fda.gov/opacom/morechoices/fdaforms/fdaforms.html
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http://www.fda.gov/opacom/morechoices/fdaforms/fdaforms.html

Complaints

21 CFR 820.198
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Complaint Regulations

NOTE: MDRs are a subset of complaints

Need SOPSs: receiving, reviewing, evaluating
complaints...by a formally designated unit

Complaints must be:
o presented in a uniform and timely manner
o documented upon receipt (oral or written)

o evaluated to see If it meets criteria for an MDR
(21CFR 803)
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Complaint regulations - cont’d

Complaints must be evaluated to see If an
Investigation is needed; If not, document reason

Review, evaluate, investigate involving the failure of
a device, labeling or packaging to meet any of its
specifications

If it IS reportable as an MDR, the report must be
maintained separately, or clearly identified
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Complaint Regulations - cont’d

Definition: any expression (written, oral or
Implied) of dissatisfaction regarding a failure
of a product to meet performance
specifications or customer expectations

Complaints must be reviewed, investigated
and documented
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Remember...

For all AE reports, the time begins when any
team member* becomes aware of the

Information
* regulatory, clinical, sales, marketing, etc.
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Medical Product Satety Information

FDA Database

- Safety Alerts for Drugs, Biologics, Devices and Dietary
Supplements

www.fda.gov/medwatch/safety.htm

Searchable FDA Safety Databases
- Vaccine Adverse Event Reporting System (VAERS)

- Special Nutritional AE Monitoring System

- Manufacturer and User Facility Device Experience
Database (MAUDE)
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