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Agenda

* Overview of SPT

* Drug Quality Reporting System (DQRS)
* Field Alert Reports (FARS)

* Impact of DQRS and FAR programs

* Questions
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Goals and Objectives of SPT

* Protect public health by assuring that safe and
effective drugs are available

« Monitor drug industry compliance with
regulations

* Prioritize risk

* Reduce consumer exposure to poor guality
drugs

* ldentify trends

* Provide a centralized system for voluntary and
mandatory reporting of marketed drug quality
problems




Four Programs of SPT

1) Drug Quality Reporting System (DQRS)
|dentifies potential drug quality issues
assomated with the manufacturing,
labeling and packaging of
pharmaceuticals.

2) Field Alert Reporting (FARS) — Enforces
mandatory reporting to the Agency of
safety and drug quality issues by
iIndustry.



Four Programs Continued

3) Biologic Product Deviation Reports—
Enforces mandatory reporting to the
Agency of safety and CDER biologic
guality issues by industry.

4) Drug Quality Sampling and Testing
Program — Identifies quality issues of
pharmaceuticals through collecting and
testing.



DORS Program

« Since the early 1970s, the FDA has operated the
Drug Quality Reporting System (DQRS), which
encourages health care professionals and
consumers to voluntarily report observed or
suspected defects or quality problems with
marketed drug products. The agency receives
reports through the MedWatch Program.

« SPT evaluates and prioritizes drug quality
reports in order to identify and follow-up on
significant health hazards through assignment
and review of investigative reports. 7



http://www.fda.gov/medwatch/safety.htm

DORS Key Points

« Voluntary Program

— Reports are received by mail, phone, fax or
iInternet from consumers and health care
professionals

* Protection of public health by allowing for

— Rapid identification of Significant Health
Hazards

« Detection of industry problems/trends which
may require corrective action

— Quality iIssues may result in assignment of
sample collection or GMP inspection by
iInvestigators °
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SPT Responsibilities

* Review and evaluate for health hazard significance
and patterns.
* Prioritize:
— Priority 1 — Imminent or serious health hazard —
Immediate Follow-Up

— Priority 2 — Potentially significant cGMP Problems —
Expedited Follow-Up

— Priority 3 — Routine Follow-Up

 Forward to district offices, other CDER offices, and
manufacturers for appropriate follow-up.
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NDA
Field Alert Reporting System
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NDA Field Alert Reports (FARS)

« Mandatory reporting program
—21CFR 314.81 (b)(i) and (ii)

* New Drug Application/Abbreviated New
Drug Applications (NDA/ANDA)

« Effective May 23, 1985

12
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Required Reporting
21 CFR 314.81 (b) (1)(1)

..any incident that causes the drug
product or its labeling to be mistaken
for, or applied to, another article.

(adulterated or misbranded)

13



Required Reporting
21 CFR 314.81 (b) (1)(i)

Information concerning any bacteriological
contamination, or any significant chemical,
physical, or other change or deterioration
In the distributed drug product, or any
faillure of one or more distributed batches
of the drug product to meet the
specifications established for it in the
application.

14



Applicant Holder Obligations

« Applicant holders are required to submit
NDA/ANDA Field Alert Reports on drug products
manufactured and/or distributed domestically or
In a foreign market.

« US Office/Agent (21 CFR 314.50(a)(b)) is
responsible for reporting to the FDA District
Office that Is responsible for the facility involved
(21 CFR 314.81 (b) (1).

* Notify the District Office within 3 working days of
receipt of the information.

15
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Three Working Days

 Starts when the firm becomes aware of a
reportable problem by means of a
— Verbal or written complaint
— Internal testing
— Unconfirmed problem
— Confirmed problem

16
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Guidelines for FAR Reporting

 FAR Required

— Further investigation required

— Corrective action initiated
* e.g., Formulation revision, labeling change

— Product Recall

 FAR Not Required

— If the product has not been distributed

— Problem is invalidated within 3 working days
* e.g., Analytical lab error

17
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FAR Reporting (continued)

 Information may be provided by telephone
or other means of rapid communication
with prompt written follow-up

 Form FDA 3331 highly recommended
— Internet Availability of Form FDA 3331

— http://www.fda.gov/opacom/morechoices/fdaf
orms/FDA-3331 508.pdf

18


http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3331_508.pdf
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3331_508.pdf
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3331_508.pdf
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3331_508.pdf
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District Office (DO) FAR Handling

— Receives FAR - Initial, Follow-up, Final and submits
copies to SPT

— Submits initial assessment of the FAR in a District
Action Plan (DAP) to SPT along with FAR

— Conducts appropriate follow-up at district level, from
requesting further information to conducting a “for-
cause” inspection

also the DO

— Determines compliance with regulations during
routine inspections and pre-approval inspections and
makes recomendations to SPT regarding FAR
reporting.

20
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SPT FAR Handling

— Recelves all FARs from all districts
— Reviews FAR and the district action plan
— Assesses if FAR complies with reporting requirement

— Forwards FAR to appropriate CDER offices/divisions
for consultation/review

— Approves the regulatory action regarding FAR
reporting recommended by DO

— Confers with Division of Manufacturing and Product
Quality (DMPQ) for CGMP issues and recalls

— Liaisons between the district offices and CDER

21
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Impact of DORS and FAR programs

* Reported Drug Quality Issues may result
IN:

— Recalls

— Container/packaging changes

— Labeling changes

— FAR (following a DQRS report)

— Corrective Actions

— Market Withdrawal

— Withdrawal of Approval - CFR 314.81(d)

22
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www. f
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Program Contact

SPT
301-796-3140
cderdqrsreports@fda.hhs.gov

Elise Murphy, Team Leader
301-796-3231
elise.murphy@fda.hhs.gov

Simonne Quiros R.Ph.
301-796-3235
simonne.quiros@fda.hhs.gov ”


mailto:cderdqrsreports@fda.hhs.gov
mailto:ralph.schmid@fda.hhs.gov

U.S. Food and Drug Administration www.fda.gov
FID/A

Protecting and Promoting Public Health

Questions?
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