ISPE Good Practice Guide: Page 5
Investigational Medicinal Product Reverse Logistics

Table of Contents

B TN 121 e Yo [V T'od o'oY o 7
1.1 U o ToETCTR= T o BT oTo] o1 PRSP 7
1.2 NG O] a1 o (=T = (o] 1 PSPPSR 7
2 Regulatory Considerations ......ccccoiciiicccirmccirinee s rsee s e s s e smm s s snmsssesmmsssenmnssssnnnns 9
21 R R D =T [ 1 =T 4= o € PSPPI 9
2.2 Documentation REQUIFEMENTS ........coiuiiiiiiiiiiiie ettt ettt et e e s e e e saneeeanbeeenans 10
3 Industry Trend Considerations.........coeciimcccriimcssrimcessrne e s s s s e nes s e s mmsssenmmssssnnnns 13
3.1 Risk-Based Monitoring and Virtual MONItOTING ........ccoiiiiiiiiieiiie e 13
3.2 Depot Monitoring versus CRA MONITOMING . .......tiiiiiii ittt anbee e e 13
3.3 Direct-To-Patient Logistics and Decentralized TrialS............cooiiiiiiiiiiiiieeie e 14
3.4 JL=Ted 1 aTe] (o e P PSPPI 14
3.5 MeErgers and ACQUISITIONS ........uiiiiiie ittt b et e bt e st e e et e e snee e e snaeeeanbneenans 15
3.6 L (oTo 18 o1 G Y/ o= PSSP P RPN 15
4 Product Considerations...cciieeiiiirimmemssismmmmmsssssssmmmmssssssserrnssssssserrnnssssssmernsnsssssssnnnsnnnnsns 17
41 N[ B To ] [To M1V F=) (=Y 4 - PSP PPRRRPP 17
4.2 DIBVICES .ttt e et e e e e e e e e —— e e e e e e e atteteeeeaaaheeeeeeaahateeaeeeantreaeeeeanbaaeeeeeannnees 17
4.3 EXPITEA MALETIAIS ...ttt ettt et e e sttt e e et e et e e e snne e e e baee e 18
4.4 HAZArdoUS MatEIIAIS .........eiiiiie ittt et ettt ae e e et e e st e e e saneeeabaeeean 18
4.5 Biologic Materials @nd WASTE.........ouiiiiiiiiii ettt 18
4.6 CONErolled SUDSTANCES........iiiiiii ettt ettt et e e e e bt et eesneee s 19
4.7 Radiolabeled MatEIIALS ........c.ueiiiiiie ettt ettt e et 19
4.8 Materials with Multiple Special CharacteriStiCs ..........ccuuiiiiiiiiiiie e 19
4.9 L= To1 = o |1 T IR PP PSPPI 20
S5 Trial Conduct Considerations......ccceeeeeeeemmeeiiiiiniiisissrr s s s s s 21
5.1 RECONCIHIAON IMEASUIES ...ttt ettt e et e et e e bt e e et e e snte e e nnneeeanrneeaan 21
5.2 ST (I B Lo 110 [ =T | = (o] P PRSPPI 21
5.3 Objective ComMPlaNCE MEASUIES ..........uii ittt e ettt e s e e e ba e e e e aneee s 22
5.4 Sit€ QUANTICATION .....eii ettt e e e e e e ettt e e e e st b e e e e e e e saeeeeaeeananreeeeeeeanraneeeeaanes 22
5.5 REIENTION POHCIES ...ttt ettt et et e e it e e e bt e ente e e snbeeeabaeenan 22
6 Common RRD APProacChes ....ccccieceiiimccirrmcesrsmcssssnmcssssnsmsssenmmssssnmsssssnmnssssnmmssesnmnssenns 23
6.1 Centralized: Return Everything to a Sponsor-defined Central Depot .............cocoviiiiiiiiiiieiie e 23
6.2 Decentralized: Return Everything to a Local (e.g., In-Country) Destruction Facility .............cccooveeriinnenne. 23
6.3 Decentralized: Return Nothing — Reconcile and Destroy at Site ..........cccoooiiiiiiiiiiiieieee e 24

ISPE GPG: IMP Reverse Logistics — TOC ©2021 ISPE. All rights reserved. www.ispe.org



Page 6

7

10

n

12

ISPE Good Practice Guide:
Investigational Medicinal Product Reverse Logistics

(@ T [} V2 OC0Y 3 1 T L= = 1 o Lo o 130N 25
71 LT/ o T PSS 25
7.2 L@ SR 10T 1o [ oo o SRS 25
7.3 RS T=Y 11 o N )T PSR 27
7.4 Setting Standard Operating ProCEAUIES ............eiiiiiie et e e e eesaeee s 28
7.5 Protocol and Pharmacy ManUALS ..........ccooiiiiiiiiiiiee ettt e et e e 29
7.6 [ =Y oo T PSSR 30
7.7 (O] =T g o TN 1Y =T g = o =T 4= o PSS 30
7.8 (Do TeI8] o g T=Y o1 ¢= 11 [o] o [PPSR 31
7.9 Due Diligence INVESHIGAtIONS. ......cciiiiiiiie et e et e e e et e e e 32
7.10  Metrics and Quality TRreSNOIAS ..........ooiiiiiiiei et n 32
741 Managing DiSCrEPANCIES. .....coiiiieiie ettt e e e ettt e e e et e e e e e annb et e e e e e snnbeeeeeeaanne 33
7.12  ResOlIUtioN Of DISCIEPANCIES .......oeiiiiiiiiiiie ettt e e et e e e e et e e e e e e et eeeeeeasasaeeeeeassseeaeesananes 39
Logistics Considerations .....ccciieiireeiieiiesires e ss s sns s en s e s s s mn s nmn s nnsnnnns 43
8.1 L (0 T = o Yo o £ USSR 43
8.2 DIrECH-10-Pati@Nt ...t 43
8.3 RRD Process EXEMPLIONS ......coi ittt e et e e e e e e e ettt et e e e e eeaeaeaeaeeaeeaesaaaannnnnsnsnrnrnnnns 44
8.4 Transfer Of OWNEISNID ........viiiiiiiee et e e et e e e e et e e e e e e e e e e e e sareeaeeeseasaeeeeeaan 44
Technology Considerations ...c.cicciireeiieeiieeiree e s s an s n s s s nn s mnssnnnsnen 45
9.1 USE Of IRT FOI RRD ...ttt ettt e et e ettt e et e e eae e e e e mte e e anee e e smeeeeanteeeeneeeeanneeeanneeanns 46
9.2 Use of TeChNOIOGY PIfallS ........oi ittt et e et e e e e e e sneeeeanneeeenns 46
Timeline Considerations............ccciiimmmmmmmmmmnrmseee e ————————ssssssssssssaaas 47
WY o o T=Y o Lo 10 T = =3 =] (=Y o Lo == 49
APPENAIX 2 = GlOSSAIY .uuieeuireeirmnuirmsrensrsnsrressrressrsnssrsnsransnssrrassransransssnssssnsssnnsssnnsnnnns 51
12,1 Acronyms and ADDIEVIALIONS ..........uiiiiiiiiiiii et e e e e e e e e 51
L2 T 1 1T o SRS 52

ISPE GPG: IMP Reverse Logistics — TOC ©2021 ISPE. All rights reserved. www.ispe.org





