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grapales - Designing and printing case report forms can be a trial! For fewer “adverse experiences,” | M1&NT | (4| | | P
M o E G 1T S Y S | please call Megisys at (310) 665-9291 and Terramar Graphics at (800) 300-6613. —
SERIOUS?* SEQUELAE (DESIGN) SEQUELAE (PRINTING AND DISTRIBUTION) ACTION TAKEN
ADVERSE EXPERIENCE DATE OF 1= No (Check all that apply) (Check all that apply) 1 = Megisys called
ONSET 2 =Yes | = Study Coordinator makes many errors 1 = Printing costs more than budget for entire study 2 = Terramar called
2 = Clinical Monitor spends extra hours reviewing CRFs 2 = Project delayed by “quick” printer's rush delivery
D NONE 3 = Study Coordinator makes many corrections 3 = Printer has no warehouse capability
4 = Numerous queries generated by Data Management 4 = All CRFs shipped to sponsor instead of study sites
5 = Study Coordinator last seen being infused at Joe's Bar | 5 = Sites use photocopies until re-shipped CRFs arrive
Check 6 = Data entry makes many errors 6 = Data improperly transcribed from photocopies to CRFs
or list Diagnosis and box if 7 = Interim reports delayed due to massive data clean-up | 7 = Numerous queries generated by Data Management
Signs/Symptoms below | day ~ month  year continuing 8 = Regulatory submission delayed due to delayed reports | 8 = Extended data clean-up puts NDA on indefinite hold
9 = Profits and promotions delayed due to lack of sales 9 = Raises and promotions placed on permanent hold
due to lack of salable product
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take too long to print,
are bulky to store L3 L1 6 L1o L v 8 v
and difficult to ship
*A serious adverse experience is any experience that illustrates an existing problem with the design or printing of your case report forms.
WHITE ORIGINAL: CLINICAL DOCUMENTATION WHITE COPY: DATA MANAGEMENT WHITE COPY: CLINICAL ARCHIVES CARDSTOCK COPY: RETAINED BY INVESTIGATOR

03 NOV 03



