Smart Labeling Self-Audits

Prescriptions for Global Regulatory Compliance

Table of Contents

How to Comply with Labeling Audit Standards .........c..ccccciiiiiinnimmmnmmmnmm e ——— 5
ConduCting @ DESK/TEXt AUAITt.......eiiieeeiiiee et e et e e sn e s nn e e s ene e e e ne e s eneeeenneean 6
Conducting @ ProCess AUAIT ON-SIte....uriiiiiiiiciiieiieiee e e e e e e e e e e e e e e e e e e nne e e e e e e e e e annneeees 6
Implementing Marketing and ManufaCtUNNG .......c.cooeeiiieeie e 14

Assigning Significance to Audit Observations.............cccccviiiiinemm s ——————— 17
FOIHOWING UP AUGITS ..eeeeeeieei et e e e e e e s s mn e e e s e nr e e e e e nnn e e e s ennnns 18
[T 7= d a0 1 VU Lo 1= 19

Self-Audit Best Practices .......cccccuuiiremmmmmniissmmsninisssessnnssssssssssssssssssssssssssssssssssssssssssssssssssssssnsnsnnns 21
Create Positive WOrking RelatioNSNiPS...c. et e e e e e s e nr e e e s e e e nnne s 21
Report Positive and Negative RESUILS ........ooiiiiieiee e s 21
RgTeTo (o I AN | O 0T V= o] L R 21
EStabliSh AUt PrIOFTIES ...coiiiiieeieeeie et enr e ne e e enne s 22

Appendices (can be found on the CD in the back of this report)
A. European Union Guideline on the Packaging Information of Medicinal Products

B. European Union Guideline on the Readability of the Labeling and Package Leaflet of
Medicinal Products

C. 21 CFR Part 201 — Labeling

D. FDA's Selected Requirements of Prescribing Information



