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another form is routinely used along with specific questions (separate questionnaire) related to the type of
complaint (MSOP 260809-07). The complaint form and associated questionnaires appear to require MORE
information about product related issues than does the AE intake form. Specifically, on occasion, a complainant
may mistakenly call the Medical Communication Center (MCC, AE intake center) with only a technical product
complaint with no associated AE’s, An AE intake form would still be generated to document the information and
eventually is routed to PTC management (Pharmaceutical Technical Complaint), even though no AE occurred.
Pharmaceutical Technical Complaint (PTC) management used ONLY the AE forms to capture initial complaint
information pertaining to leaking vials:

A) 260714—complainant alleged, in part, that 30 Multi-Dose Vials (MDVs) leaked and that 250 to 300 patients
may have received doses from such vials.

B) 260720—complainant alleged, in part, that the rubber stoppers of 6 vials did not appear to be seated flat to
create a complete seal, and one such vial appeared to have been used on up to 10 patients.

10. In addition to the above, an AE form was generated regarding a “mixed complaint” (both an AE and product
complaint) as received by the MCC (Medical Communications Center for receipt of AEs), the event was evaluated
by the PV CPO, and the form was routed to the PTC management Team (Pharmaceutical Technical Complaint) to
address the product technical complaint aspect. The PV CPO forwarded the AE form. However, the PTC
investigation used only the AE form and NOT the complaint intake form (MSOP 260809-07) and associated
questions (separate questionnaire), for example;

{1) #256426—complainant alleged, in part, vaccine leaking from multi-dose vials (MDV), specifically from the
metal area and leaking from around the stopper; and 2.5 vials were used from the same lot and 60 people received

Fluvirin from the affected vials.

11. The current complaint system could still allow for AE forms to be used instead of PTC complaint forms,
although, as indicated by employee (b)(6) this is a rare occurrence. The above processes are guided by SOPs, such
as SOP 260809-08, Handling of Pharmaceutical Technical Complaints (PTC), which states: “If the PTC
description is lacking detail, QA has to make efforts to obtain such details.” However, this SOP does NOT address
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the gap in information between the AE and complaint forms.
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