Postmarketing Adverse Drug Experience (PADE)

Review:

Previous EIRs, Assignment (CDER) including 3500A forms, current approved labeling, AERS-generated ADE lists, CFR sections, Compliance Program information, FDA guidelines

Contact Denis Mackey, (301) 827-8926

Interview questions:

· What is the procedure for processing any ADE when it is submitted to the firm? How are reports investigated by the firm? Are follow-up procedures conducted? Does any monitoring occur?

· Are there meetings on ADEs? Who presides, how often do the meetings occur, what topics are discussed, are there records kept?

· Which persons in the company are responsible for labeling and making sure that the labeling reflects the ADEs that are coming into the company?

· How does the process work for assuring that labeling reflects ADEs?

· Who first receives the incoming mail, faxes, emails or calls relating to ADEs?

· Where are and how are ADEs logged in?

· Who performs the medical evaluations?

· Who performs the follow-up?

· Who assesses the gravity of the ADEs?

· Who determines if the ADE is a labeled or unlabeled event?

· Who determines if the ADE is a 15-day or a periodic report?

· Who transmits or sends the 3500A form to FDA?

· Who is information shared among departments? Be aware that the legal dept. might be receiving and maintaining ADEs too.

· How are ADE reports tracked?

· How are control numbers assigned?

· Does the firm use a computerized db for tracking? Is this db national, global, regional? What is kept in the db?

· Is there an audit trail for ADEs?
Obtain from firm:

All of the firm’s written procedures that describe receipt, evaluation, and submission of ADEs during the time period under investigation.

Org charts showing which persons were or are responsible for all complaint handling during the period under investigation.

· Who is responsible

· For what period of time has that person held the responsibility for collecting ADEs/data, evaluating the ADE for significance, and reporting to the FDA.

· All written procedures describing who is responsible for changing complaint handling procedures during relevant time period under investigation.

· All correspondence, meeting minutes, and documents relating to all unreported and/or late ADRs.

· A list of all the company’s drug products and approval dates.

· Package inserts for products covered under the inspection.

· A listing of all ADE complaints received over a specific timeframe, such as 2 years. The listing should include foreign and domestic events.

· Periodic reports, specific 3500A forms, and associated raw data.

· List of collection sites, processing centers, and reporting units.

· And copies of all contractual agreements related to the collection, evaluation and reporting of ADEs.

If possible, get the data on computer disks, Be aware that some companies don’t have all info computerized, so you may have to follow a paper trail.

How are uncertain situations handled by the data entry personnel?

Determine Rates of Error in the firm’s information system.

Validation of computer system to ensure accuracy, reliability, consistent intended performance, and ability to discern invalid or altered records.


TIPS

· Firms are required to report adverse events associated with the use of a drug, whether or not the company considers the ent drug-related except study reports.

· If you discover that a firm has failed to submit ADE reports, determine what incentives there were to not report or to delay reporting.

· Is the unreported or late ADE report material, relevant to the decision-making or capable of influencing a decision in FDA?

