AISAAPI

2025/2026 FINANCIAL YEAR - SAAPI WORKSHOPS

WORKSHOPS ARE PROPOSED AND SUBJECT TO CHANGE

WORKSHOP DATE TOPIC DESCRIPTION TRAINER VENUE SESSION TIMES COST
CODE
Free for SAAPI Members
g i L A run through on the application portal | Dr. Madelein Terblanche - Online SAAPI Members: Free
25-26/01VLS 30-Jan-26 Application Portal from creating new applications to Vector Life Sciences MS Teams 09h00 to 11h00 Non-Members: R250
submitting variations and responses
. . Learn how to transform everyday
From Chaos to Clarity — Crafting . . . .
2526/02VLS | 10Feb26 | Submission Ready Documents for | fedulatory doouments imto structured, - Br. Madelein Terblanche - Online | ogngq 1 1300 |  Mermbers: R1800
our eCTD vali atlon-rez.a y files that glide throug ector Life Sciences eams on-Members:
y publishing and review
) . . . . Simone Rudolph-Shortt Online
25-26/311H 19-Feb-26  |A Frank Discussion — Medical Devices Free Webinar ISOHealthSA MS Teams 09h00 to 10h00 Free for All
Code of Practice for the Marketing of . . Online Members: R500
25-26/21MCA 25-Feb-26 MCA Health Products Marketing Code Authority MS Teams 09h00 to 11h00 Non-Members: R500
. . Online SAAPI Members: Free
25-26/44SAAPI 03-Mar-26 Stock Out & Supply Chain SAAPI EXCO Fee Webinar SAAPI EXCO MS Teams 19h00 to 20h00 Non-Members: R250
. . Dr. Madelein Terblanche - Online Members: R1 600
25-26/03VLS 10-Mar-26 Busting the Myths of eCTD eCTD Basics Vector Life Sciences MS Teams 09h00 to 13h00 Non-Members: R1 900
Medical Devices: Risk Management Simone Rudolph-Shortt — Online Members: R1 600
25-26/37IH 31-Mar-26 Short Course ISO Health SA MS Teams | 0°N001t0 1300 |\ Members: R1 900
7-Apr-26 Salma Ismail - .
. e . Online Members R3 200
25-26/26TZ to Variations Variations Twinz Regulatory MS Teams 09h00 to 13h00 Non-Members R3 800
8-Apr-26 Consultants
! . Unpack SAHPRA's validation criteria,
25.26/04VLS 15-ADr-26 Géi?gn;r;i(ifu:?rnéeed' learn how to troubleshoot errors, and Dr. Madelein Terblanche - Online 09h00 to 13h00 Members: R1 600
P Validation Hurdl gth Smart W leave with your own checklist for a Vector Life Sciences MS Teams Non-Members: R1 900
alidation Hurdles the smart Way flawless technical screening
g A cGWP and cGDP for licensed Key personnel: RPs, QA Personnel and Rosemary Kietzmann — Online . . Members: R1 600
25-26/30PC 16-Apr-26 pharmaceutical facilities Operational Management Pharma Consult MS Teams 09:00 to 13:00 Non-Members: R1 900
22-Apr-26 Key personnel: Responsible Person, QA | Rosemary Kietzmann — Online Members R3 200
25-26/29PC to QA requirements for QC Laboratories d. Qc | ’ Ph C | MS T 09h00 to 13h00 Non-Members R3 800
23-Apr-26 an personne arma Consult eams on-Members
) . ) ) ) SAAPI EXCO / Online SAAPI Members: Free
25-26/45SAAPI 5-May-26 African Medicines Agency (AMA) Free Webinar - Evening Session Gina Partridge MS Teams 19h00 to 20h00 Non-Members: R250
o . How to compile deviations and perform Rosemary Kietzmann - . Members: R1 300
25-26112PC 6-May-26 Deviations and Root Cause Analysis effective RCA, using various tools PharmaConsult Mgrjl'“er:ns 0900 to 12n15 |\ Members: R1 544
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ZA eCTD in Action . ) .
25-26/05VLS 13-May-26 Real Lessons, Real Mistakes, Real Dr.VMadeIi!? Terplanche MOr_Il_Ilne 09h00 to 13h00 N Me'\;Inbers. R_1R6100
Mastery ector Life Sciences S Teams on-Members: 900
QMS GMP Device vs Medicines Short Simone Rudolph-Shortt - Online Members: R1 600
25-26/38IH 19-May-26 Course ISOHealth SA MS Teams | 09N0010 13000 |\ Members: R1 900
. . . What is an effective CAPA? How does : .
Corrective and Preventative Actions . Rosemary Kietzmann - Online Members: R1 300
25-26/13PC 20-May-26 (CAPA) and Change Management change management contribute to PharmaConsult MS Teams 09h00 to 12h15 Non-Members: R1544
maintaining a state of control?
. . Dr Belinda Meyer/ Val ) ) .
2526/22MCA |  27-May-26 MCA Approval of Promotional Material, | gea mon Lize Gronje - | OTMe Vi@ | ggnog to 11nop | Members: R500 Non-
Sponsorships, Meetings and Events . . MS Teams Members: R500
Marketing Code Authority
2026F 10-Jun-26 . ) .
/ to 2026 SAﬁ‘ﬂp'bﬁg)"ference Expanding £harma Sorders: Transcending SAAPI R | 08h00 to 16h00 | Visit www.saapi.org.za
2026D 11-Jun-26 Y : g
Role of RP, AR, LH (Meds and MD) . .
. Simone Rudolph-Shortt - Online Members: R800
25-26/411H 14-Jul-26 and QMS Rep Co_nversatlon ISOHealth SA MS Teams 09h00 to 11h00 Non-Members: R950
(2-hour session)
; Guidelines to reference and how to . . )
25-26/09PC 15-Jul-26 Master I?QS Documentation — SMF, compile each one to produce Rosemary Kietzmann Online MS 09h00 to 12h15 Members: 31 300
Quality Manual, VMP & SOPs . PharmaConsult Teams Non-Members: R1 544
comprehensive documents
. ot Learn how to handle Variations
When Change Knocks: Navigating ) - . .
’ L - . . seamlessly, keeping traceability, Dr. Madelein Terblanche - Online Members: R1 600
25-26/07VLS 22-Jul-26 Variations V}Xlrt]h?;;qLosmg Your structure, and compliance intact through Vector Life Sciences MS Teams 09h00 to 13h00 Non-Members: R1 900
Y every change cycle
Medical Devices: Labelling (ID) & Simone Rudolph-Shortt - Online Members: R1 600
25-26/39IH 28-Jul-26 Traceability Short Course ISOHealth SA MS Teams | 09n00 10 13000 1\ h Members: R1 900
Medical Devices: Validation of Health Simone Rudolph-Shortt - Online Members R3 200
25-26/341H 29-Jul-26 Products ISOHealth SA MS Teams | 09N0010 13000 | 5 Members R3 800
PMS vs Vigilance Conversation Simone Rudolph-Shortt - Online Members: R800
25-26/401H 30-Jul-26 (2-hour session) ISOHealth SA MS Teams 09h00 to 11h00 Non-Members: R950
. ) Dr Belinda Meyer/ Val . )
Code of Practice for the Marketing of . . Online via Members: R500
25-26/23MCA 05-Aug-26 MCA Health Products Beaumont/ Lize Cronje - MS Teams 09h00 to 11h00 Non-Members: R500

Marketing Code Authority
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12-Aug-26 . . APQR: Sourcing of data, compilation & . )
25-26/15PC Arér::srl] ?Sﬂiite%?ap"éypfivt'h? sa:d review process; Batch Release Rosemary Kietzmann- | OMne | o ) 1o | MembersiRT 300
Market requirements to ensure regulatory & PharmaConsult MS Teams Non-Members: R1 544
quality compliance
; ; ; Online Members R3 200
. 18-Aug-26 Regulatory Requirements for Medical Simone Rudolph-Shortt -
25-26/33IH Devices ISOHealth SA MS Teams 08nh30 to 15n30 Non-Members R3 800
19-Aug-26 . Qualification and Approval process for ) ]
25-26/16PC A of Outoaorend pharmosoutial | . supplirs, conduciing external cGxP | Rosemary Kietzmann- | Onlne | o n ) Members: R1 300
L phe Audits and compiling a Technical Quality PharmaConsult MS Teams Non-Members: R1 544
activities & services A
greement
) ) Online SAAPI Members: Free
g 26-Aug-26 Project Management & Time - . .
25-26/46SAAPI Management Free Webinar - Evening Session SAAPI EXCO MS Teams 19h00 to 20h00 Non-Members: R250
2-Sep-26 Technology Transfer Plan for the Includes Protocols for both parties, )
25-26/17PC Contract-Giver for effective Launch Readiness process and link to the| Rosemary Kietzmann - | Onlinevia | oo 00 o 1s Members: R1 300
implementation by the Contract- registered regulatory dossier (eCTD)’s PharmaConsult MS Teams Non-Members: R1 544
Acceptor Quality Sections
Behind the XML Curtain — Unpacking . Online M .
pach! Dr. Madelein Terblanche - embers: R1 600
25-26/08VLS 08-Sep-26 the Secrets of eIEC)n'I;]I?nz.1 Specification Vector Life Sciences MS Teams 09h00 to 13h00 | Non-Members: R1 900
Introduction to GEP, Qualification and
e . Validation activities including Facility )
25-26/18PC 9-Sep-26 Fggiﬁl:zzatc;irllit?:: \éat?artrl\zr;t_& Design, Product Process Validation (PV),| Rosemary Kietzmann- | Onlinevia | o 00 1o 1e Members: R1 300
P Prodtlct —the7fu||q ic’?ture Product Performance Qualification (PPQ), PharmaConsult MS Teams Non-Members: R1 544
P Continuous Process Verification & Re-
Validation
ISO vs MDSAP and reliance onii ) Memb RB00
Conversation Simone Rudolph-Shortt - niine via embers:
25-26/42IH 22-Sep-26 . ISOHealth SA MS Teams 09h00 to 11h00 Non-Members: R950
(2-hour session)
Understanding the proactive
Quality Risk Management — an ICH implementation of QRM in a Rosemary Kietzmann - Online Members: R1 300
25-26/14PC 28-Sep-26 Q10 Enabler pharmaceutical facility PharmaConsult MS Teams | 09h00 to 12h15 | Non-Members: R1 544
Code of Practice for the Marketing of Dr Belinda Meyer/ Val Online via Members: R500
25-26/25MCA 30-Sep-26 MCA Health Products Beaumont/ Lize Cronje - | pms Teams | 09000 to 11h00 |  Non-Members: R500
Marketing Code Authority
. . Includes Self Inspector’s qualification,
Conducting robust Self Inspections | fective monthly quality KPI selection to Rosemary Kietzmann - | Online via Members: R1 600
25-26/10&11PC 07-Oct-26 and Quality Management Review contribute to continuous improvement PharmaConsult MS Teams | 09h00 to 13h00 | Non-Members: R1 900

processes

initiatives and to mature the PQS.

3




AVSAAPI

2025/2026 FINANCIAL YEAR - SAAPI WORKSHOPS
WORKSHOPS ARE PROPOSED AND SUBJECT TO CHANGE

WOKRSHOP SESSION
CODE DATE TOPIC DESCRIPTION PRESENTER VENUE TIMES PRICE
25.26/32IH 21'?Ct'26 Implementing a QMS for Simone Rudolph-Shortt — Online 09h00 to 13h00 Members R3 200
) 0 Medical Devices ISO Health SA MS Teams 0 Non-Members R3 800
22-Oct-26
i Includes expectations for RPs or delegates
28-Oct-26 Roles and Responsibilities of the ! ) ) . . .
g . appointed in a Pharmaceutical Rosemary Kietzmann- | Online via Members R3 200
25-26/19PC © Industrial Pharmacy RP or Deputy Manufacturing facility or as the HCR PharmaConsult MS Teams 09h00 to 13000 Non-Members R3 800
29-Oct-26 RP . -
(Applicant facility)
' . Dr Belinda Meyer/ Val S . ~
25-26/24MCA | 04-Nov-26 MCA Sponsorehips, Mestinge and Events | Beaumont Lize Cronie - | AMRe TR | 09000 to 1100 | MEUCEE LT
P PS, 9 Marketing Code Authority ’
Supplier Management, Outsourcing . N ) . . .
25:26/43H | 11-Nov-26 and QA Agreement (& PMS) Simone Rudolph-Shortt- |- Online via | o910 5 14pgg | Members: RE00
) . ISOHealth SA MS Teams Non-Members: R950
conversation (2-hour session)
18-Nov-26 For all licensed pharmaceutical facilities —| Rosemary Kietzmann Online via Members R3 200
25-26/20PC 1 9-;1(;%26 Annual cGMP Refresher a broad overview PharmaConsult MS Teams 09h00 to 13h00 Non-Members R3 800
. N . . ) Online via PSSA Members: Free
25-26/47SAAPI 25-Nov-26 Labelling Harmonization Free Webinar - Evening Session SAAPI EXCO MS Teams 19h00 to 20h00 Non-Members: R250




