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Glossary

Term / Acronym Simple meaning

Adherence How closely a patient follows the
prescribed regimen (dose, timing,
duration).

AE / TEAE Adverse event / treatment-emergent
adverse event: side-effect or event after
treatment starts.

AMS Antimicrobial stewardship: appropriate
antibiotic use to reduce resistance.

ARB Code Advertising Regulatory Board code: rules
for truthful, responsible advertising in
South Africa.

Budget impact / cost-effectiveness How adoption affects a payers spend and
value (cost vs health outcomes).

CGM Continuous glucose monitoring system
(measures glucose continuously via a
sensor).

Class B device SAHPRA device risk class: moderate-risk
medical device/IVD.

COA Certificate of Analysis: batch-specific
quality test results for a product.

CRM Customer Relationship Management
system: records contacts, calls, tasks and
permissions.

CRP C-reactive protein: non-specific
inflammation marker (used in stewardship
decisions).

DSP Designated service provider: the
scheme’s preferred facility/provider
pathway.

DTC advertising Direct-to-consumer advertising;
restricted/controlled for scheduled
medicines.

EDI / e-invoicing Electronic Data Interchange: electronic
ordering/invoicing and data exchange
with customers.

EISA External Integrated Summative
Assessment (formal external exam).
Formulary A scheme/insurer list of covered
medicines/devices and reimbursement
rules.

GMP Good Manufacturing Practice: quality
system for consistent production of safe
products.

HbA1c Glycated haemoglobin: average blood
glucose over ~2—3 months.
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HCP Healthcare professional (e.g., doctor,
pharmacist, nurse).

HPCSA Health Professions Council of South
Africa (ethical rules for registered
practitioners).

HPMA Health Products Marketing Associate (the
role assessed in this paper).

IFU Instructions for Use: approved directions
and limitations for a device/test (intended
use).

ISI Insomnia Severity Index: patient-reported
insomnia symptom scale.

IVD In vitro diagnostic medical device: test

done on specimens outside the body
(e.g., throat swab).

Market terms (YoY, ZAR, FX, COGS) YoY=year-on-year; ZAR=South African
Rand; FX=foreign exchange; COGS=cost
of goods sold.

MCA / SA Code of Marketing Practice Marketing Code Authority and code that
sets ethical promotion rules for health
products.

Medicines Act 101 of 1965 Primary law controlling registration,
scheduling, and promotion/advertising of
medicines.

MHC Managed health care: how
funders/schemes manage access, value
and cost of care.

MR vs IR Modified-release vs immediate-release
formulations (slow-release vs standard
release).

OBC (risk-sharing) Outcomes-based contract: payment/price
linked to agreed real-world outcomes.

Off-label promotion Promoting a use not included in the
SAHPRA-approved PI/IFU (not
permitted).

PGI-I Patient Global Impression of
Improvement: overall self-rating of
improvement.

PI Professional Information for Human Use-

Approved product information for HCPs
(dosing, indications, risks).

PK basics (Vd, ClI, t'%, first-pass) Vd=volume of distribution; Cl=clearance;
t2=half-life; first-pass=metabolism before
reaching circulation.

Placebo Inactive comparator used to measure the
true effect of a treatment.

POC testing Point-of-care testing: performed near the
patient with rapid results.

POPIA Protection of Personal Information Act:
South Africa’s data-privacy law.

p-value Statistic indicating how likely results are
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due to chance if there is no true
difference.

QALY

Quality-adjusted life-year combines
length and quality of life for value
assessments.

RWE

Real-world evidence: outcomes data from
routine practice (claims, registries,
real-world studies).

SAHPRA

South African Health Products Regulatory
Authority (regulator of
medicines/devices/IVDs).

SAMED Code

Industry code for ethical interactions and
promotion in the medical-technology
environment.

SAPC

South African Pharmacy Council
(regulates pharmacy practice and
pharmacists).

SEP

Single Exit Price: regulated “one price”
mechanism for scheduled medicines
(where applicable).

SKU

Stock keeping unit: the unique code for a
specific product variant (pack/size/model,
etc.).

SMBG

Self-monitoring of blood glucose
(finger-prick glucose testing).

SOL

Sleep Onset Latency: time it takes to fall
asleep.

TST

Total Sleep Time: total minutes asleep
per night.

WASO

Wake After Sleep Onset: minutes awake
after falling asleep until final awakening.
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Question 1
1.1.1

Managed Health Care (MHC) Principles

Scenario: You are a Health Products Marketing Associate (HPMA) meeting a medical scheme
clinical advisor to motivate for inclusion of a new sugar-free, non-drowsy cough syrup for
adults and adolescents. The product promotion must be compliant with SAHPRA
requirements and the South African Code of Marketing Practice.

Task: Draft short role-play responses (£2—3 sentences per item) that demonstrate how you
apply MHC principles (formulary/DSP alignment, cost-effectiveness, South African real-world
evidence, adherence support, ethical promotion, and collaborative risk-sharing) to support
sustainable access.

Marking guideline: Award one (1) mark per criterion below; no half marks. Accept any
equivalent, correct response that meets the criterion.

Mark allocation (for markers)

* 1 mark: Professional greeting + clear purpose for the meeting.
e 1 mark: Explicit formulary/DSP/benefit alignment statement.

e 1 mark: Cost/budget-impact or cost-effectiveness claim.

e 1 mark: One numeric outcome/quality metric stated.

e 1 mark: One SA-based RWE source/data point referenced.

¢ 1 mark: One adherence-support measure described.

e 1 mark: Compliance statement (SAHPRA/Act/Code; substantiated, balanced, no off label).
e 1 mark: Respectful response to a payer’s objection.

e 1 mark: Collaborative pilot/risk-sharing proposal.

e 1 mark: Clear close with next step and timeline.

Example of a high-quality response (guide only)

Answer ALL five (5) items below.

(a) Opening: Write a professional greeting and purpose statement and explicitly link the
product to the scheme’s benefit design (e.g., formulary category and/or DSP pathway).

(2)

Good morning, Dr Naidoo. Thank you for your time. I'd like to show how our sugar-
free, non-drowsy cough syrup can strengthen the scheme’s acute respiratory
symptom-relief benefit. The product aligns with your OTC formulary pathway and can
be accessed via your DSP primary-care/pharmacy network.

(b)Value & budget impact: Provide ONE budget-impact/cost-effectiveness claim and quote
ONE numeric outcome/quality metric you would track (e.g., % reduction in repeat GP visits,
QALY gain, absenteeism days saved).

(2)

If we reduce repeat GP consultations for persistent cough episodes, overall episode
cost drops despite a small medicine cost. We would track a measurable KPI such as a
14-day repeat-visit rate (e.g., % reduction versus baseline) or an improvement in a
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validated symptom score.

(c) Local evidence & adherence: Refer to ONE South African real-world evidence (RWE)
source/data point supporting value AND describe ONE concrete adherence-support action
you would implement for members.

(2)

We can reference local claims/dispensing data or a South African (SA) primary-care
audit showing fewer return visits when members receive appropriate cough
management. To support adherence, we provide a simple dosing card + pharmacist
counselling checklist (and optional SMS reminders) to reinforce correct dose timing and
duration.

(d)Compliance & objection handling: State how your messaging meets SAHPRA/Medicines
and Related Substances Act 101 of 1965/South African Code requirements (e.g., no off-
label claims, fair balance, substantiation) AND respond respectfully to ONE common payer
concern.

(2)

All materials are evidence-based, balanced, and within the registered indications—no
exaggerated or off-label claims—consistent with SAHPRA, Act 101 of 1965, and the
South African Code of Marketing Practice. If the concern is OTC overuse, we propose
clear referral criteria and pharmacist education to promote rational use.

(e) Risk-share & next step: Propose ONE collaborative pilot or risk-sharing arrangement
with the scheme, and close with a clear next step plus timeline (e.g., send protocol in 2
weeks; review meeting in 4 weeks’).

(2)

Let’s run 6-month DSP pilot tracking repeat consultations, total episode cost, and patient-
reported symptom improvement. If targets are met, we can agree on a price-volume or
outcomes-linked arrangement. I'll send a draft protocol within 2 weeks and propose a
review meeting in 4 weeks.

10 marks

1.1.2 Select key legislation and/or industry codes relevant to the sales and marketing milieu.
Choose the most appropriate option (Mark your choice with an “X”) for each of the following
multiple-choice questions (MCQs): (10)

Allocate one (1) mark each for the following ten (10) MCQs. Up to one (1) mark per question
for a total of ten (10) marks for question 1.1.2.

a)

An HPMA wants to distribute a printed brochure to healthcare professionals (HCPs) (1)
for prescription medicine. Which primary Act provides the legal framework for the
regulation of medicines, including controls on promotion and advertising in South
Africa?
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A. Pharmacy Act 53 of 1974

B. Health Professions Act 56 of 1974

C. National Health Act 61 of 2003

D. Consumer Protection Act 68 of 2008

E. Medicines and Related Substances Act 101 of 1965

b)

Which option best describes the purpose of the South African Code of Marketing
Practice in the health products environment?

(1)

A. To set labour conditions for sales representatives

B. To set ethical standards for the promotion and marketing of health
products and related interactions with healthcare professionals

C. To establish the national formulary and treatment guidelines

D. To regulate the import tariffs for medicines and devices

E. To determine the VAT rate for pharmaceutical products

c)

A company plans to detail an unapproved (off-label) indication that is not included
in the SAHPRA-approved Professional Information (Pl). Under South African
medicines marketing controls, this practice is best described as:

(1)

A. Acceptable if presented only as “emerging science”

B. Acceptable if the prescriber requests the information

C. Prohibited promotion beyond the approved Professional Information (Pl)

D. Required for patient education programmes

E. Permitted if the product is Schedule 0

1.1.2.d)

What is the main purpose of the Single Exit Price (SEP) mechanism for medicines
in South Africa?

(1)

A. To allow each pharmacy to negotiate a different ex-manufacturer price

B. To set a uniform ex-manufacturer price for a medicine (with regulated
logistics/dispensing elements) to support transparent pricing

C. To fix international prices for medicines sold in Southern Africa

D. To remove the need for tender procedures in the public sector
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E. To control the clinical trial costs of medicines

e)

Which body is responsible for adjudicating complaints and enforcing compliance
with the South African Code of Marketing Practice for health products?

(1)

A. Council for Medical Schemes (CMS)

B. South African Pharmacy Council (SAPC)

C. Marketing Code Authority (MCA)

D. South African Nursing Council (SANC)

E. Advertising Regulatory Board (ARB)

f)

When planning scientific meetings or educational support for registered
practitioners, which statutory council’s ethical rules primarily govern professional
conduct and professional advertising of medical and dental practitioners in South
Africa?

(1)

A. Health Professions Council of South Africa (HPCSA)

B. South African Health Products Regulatory Authority (SAHPRA)

C. South African Medical Technology Industry Association (SAMED)

D. South African Pharmacy Council (SAPC)

E. Council for Medical Schemes (CMS)

a)

A marketing claim is drafted in a way that may mislead the public about a health
product’s benefits. Which legislation is most directly aimed at protecting consumers
against unfair, misleading or deceptive marketing practices?

(1)

A. National Health Act 61 of 2003

B. Consumer Protection Act 68 of 2008

C. Pharmacy Act 53 of 1974

D. Medical Schemes Act 131 of 1998

E. Public Finance Management Act 1 of 1999

h)

Which Rules/Guideline/Act or Regulation is primarily concerned with ethical conduct
and credible data generation during clinical trials and is commonly referenced when
substantiating promotional claims with clinical evidence?

(1)
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A. Good Clinical Practice (GCP) (ICH E6) guidelines X

B. Single Exit Price (SEP) regulations

C. Consumer Protection Act 68 of 2008

D. Council for Medical Schemes rules

E. Advertising Regulatory Board (ARB) Code of Clinical Advertising Practice

i)

Which legislation primarily regulates the practice of pharmacy and the registration (1)
of pharmacies in South Africa (often relevant when engaging pharmacists and
pharmacy owners in the sales environment)?

A. Pharmacy Act 53 of 1974 X

B. Medicines and Related Substances Act 101 of 1965

C. National Health Act 61 of 2003

D. Health Professions Act 56 of 1974

E. Protection of Personal Information Act 4 of 2013 (POPIA)

)

Which self-regulatory code is most directly associated with general advertising (1)
standards in South Africa (including rules on truthful, responsible advertising that
may apply to health-related communications)?

A. Marketing Code Authority (MCA) Code of Marketing Practice

B. Advertising Regulatory Board (ARB) Code of Advertising Practice X

C. South African Health Products Regulatory Authority (SAHPRA) scheduling
guidelines

D. Council for Medical Schemes (CMS) accreditation rules

E. South African Pharmacy Council (SAPC) Good Pharmacy Practice

10 Marks
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1.1.3 Scenario: You are a Health Products Marketing Associate (HPMA) responsible for the
launch of a Continuous Glucose Monitoring (CGM) system (medical device) to diabetes clinics
and community pharmacies in South Africa. You are reviewing proposed marketing actions
before sign-off.

Instructions: For each of the five (5) proposed actions below, do the following:

1) Identify ONE (1) most relevant South African health-products legislation/regulation OR
industry code that applies; and
2) State ONE (1) practical compliance action you would take as the HPMA to ensure the action
is compliant (x 1-2 sentences).

Write your answers as five numbered points (1-5).

1. A brand team member suggests using a popular lifestyle influencer to post a reel
encouraging the public to “ditch fingerpricks” and includes a discount code for the CGM on
Instagram.

2. Sales, requests that Marketing supplies, 20 free CGM sensors to a high-volume pharmacy
“for patients to try” to drive uptake and repeat purchases.

3. After a product webinar, you want to upload attendee details into a CRM and send
WhatsApp messages about promotions using the contact details collected during registration.
4. A draft digital banner claims the CGM is “clinically proven to improve HbA1c by 2%” and
“eliminates the need for SMBG,” but the evidence pack includes unpublished internal data
and no reference to the approved IFU/intended use.

5. Procurement asks for a “launch deal”: if they buy 100 sensors, they want 10 extra sensors
free as a “bonus” and want this offer stated on the quote and marketing flyer.

Mark allocation: Each item is 1 mark (0.5 for correct legislation/code + 0.5 for a practical
compliance action). Total = 5 marks.

Answer Sheet:

Acceptable Acceptable HPMA z\lna;tisrﬁum
Item |Proposed marketing action |legislation /code compliance action 1
mark
(0.5 marks) (0.5 marks) .
per item)
1 Influencer reel to the public Any ONE of: MCA Hold/return: confirm (1)
(“ditch fingerpricks”) + Code/Minimum device class and
discount code on Instagram. | Requirements; whether public
SAHPRA advertising |advertising is permitted;
guidance; Medicines |align claims to
Act advertising IFU/intended use;
provisions; POPIA (if |compliance approval for
targeting/retargeting | influencer copy,
data is used). disclosures and any
discount mechanic.
2 Provide 20 free CGM sensors |Any ONE of: SAMED | Decline patient “trial” (1)
to a pharmacy for patients to | Medical Device Code; |giveaways as an
“try” to drive uptake. MCA/SAHPRA inducement. If
advertising principles; |evaluation is justified,
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Acceptable Acceptable HPMA Mark_s.
. . L . . (Maximum
Item |Proposed marketing action |legislation /code compliance action 1
mark
(0.5 marks) (0.5 marks) .
per item)
company policy on run a controlled
evaluation/loan units. |loan/evaluation
programme
(agreement, tracking,
duration, return) with
compliance approval.
3 Load webinar registrant POPIA (processing of |Only market where (1)
details into CRM and send personal information; |explicit opt-in exists and
promotional WhatsApps using |direct marketing by is recorded; store proof
registration contact details. electronic of consent; include opt-
communications; out in every message. If
consent/opt-out no consent exists, send
requirements). a once-off consent
request (not
promotional) or limit
follow-up to non-
marketing logistics.
4 Banner claims: “HbA1c Any ONE of: MCA Reject/return: remove (1)
improves by 2%” and Code/Minimum absolute/unsupported
“eliminates SMBG” using Requirements claims; require
unpublished internal data and | (substantiation + IFU | acceptable
no link to IFU/intended use. alignment); SAHPRA | substantiation and align
advertising guidance; |with IFU/intended use;
Medicines Act medical/scientific and
advertising provisions. | regulatory sign-off
before release.
5 “Buy 100 sensors, get 10 free” | Any ONE of: SAMED | Do not promote “free (1)
bonus and publish the offer on | Medical Device Code; |bonus” stock as an
quotes and flyers. company policy on inducement. If
discounts/rebates; permitted, structure as
consumer a transparent
protection/competition | discount/rebate with
principles (if linked approvals and audit
correctly to trail; ensure offer is not
transparent trading misleading; compliance
practices). review before use.
5 Marks
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1.1.4 Case Scenario:

A South African diagnostics company is launching C-Reactive Now™, a Class B In Vitro
Diagnostic (IVD) finger-stick C-reactive protein (CRP) test. The test gives a point-of-care
result within 3 minutes to support antibiotic stewardship in general practitioner (GP) and clinic

settings.

The marketing team will detail the product in general practices and pharmacy-based clinics
and run short, in-practice demonstrations for healthcare professionals (HCPs). You are a
Health Products Marketing Associate (HPMA) preparing to detail the C-Reactive Now™

device to general practitioners (GPs).

Complete the Compliance-and-Value Checklist below. Keep your answers concise (x150

words in total).

Sub-question Criterion

Marks

4.a SEP rationale + compliance step (both required)

4.b Correct requirement selection #1

4.b Correct requirement selection #2

4.c Patient-outcome benefit (1 sentence)

— ] — | — ] — ] —
— ] — | — | — | -

4.c Cost-saving argument (1 sentence)

— ] | — - -

a) Pricing and SEP (complete BOTH blanks)
(1 mark) Single exit pricing (SEP) rationale + one price-related compliance
step (both required; partial = 0).

Acceptable marking guidance (any equivalent wording):
e SEP exemption reason: The product is an IVD medical device (not a

medicine) regulated under SAHPRA’s Medical Device and IVD Regulations
(2016); therefore, medicine SEP rules do not apply.

¢ One acceptable compliance step (any one): maintain/publish a
transparent price list (ex-VAT); keep price-justification records; follow
transparent contracting/tender requirements; ensure invoicing, discounts
and rebates are documented and auditable.

(1)

b) Demonstration requirements (select any TWO)

From the list below, write the numbers of any TWO requirements that the team
must observe when demonstrating the device in a GP’s rooms:

1) Provide approved, factual instructions for use (IFU) only (no off-label

claims).

2) Offer a gift voucher of R200 to clinic staff to encourage uptake.

3) Record demonstration units in an asset register and retrieve them within the
permitted period.

4) Discuss identifiable patient information during a live demo without consent.
5) Ensure hospitality (if any) is modest, for legitimate attendees only, and within
MCA limits.

(2)
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6) Leave the demo wunit as a “thank-you” gift to the practice.
Demonstration requirements: 1 mark per correct selection, maximum 2
marks. Mark the first two selections only.

Correct selections:

1) IFU only; no off-label claims.

3) Asset register + retrieval within permitted period.

5) Hospitality limited to legitimate attendees and within MCA limits.

Incorrect selections: 2, 4, 6 (bribery/inducement, privacy breach, or gift).

c) Managed-care value (two one-sentence statements) 2

(2 marks) 1 mark per sentence: (i) patient-outcome benefit and (ii) cost-
saving argument.

Examples (any plausible equivalents acceptable):

e Qutcome: Point-of-care CRP supports better antibiotic stewardship

(reduces unnecessary antibiotic use and supports appropriate treatment
decisions).

e Cost: Reduced laboratories’ send-outs/courier costs and fewer
unnecessary antibiotic prescriptions and follow-up visits (potential reduction
in downstream complications).

5 Marks
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1.1.5 Review global and local trend data in the following hypothetical market

Market Trends Report

Global health-products landscape (2025)

lllustrative 2024-2025 datapoints

Trend
Biosimilars surge in
oncology and
immunology

36 new biosimilar indication launches across United States of
America (USA)/European Union (EU)/Japan in 2024.

Average year-1 price erosion ~25 % vs originators; oncology
and immunology now 62 % of biosimilar volume.

of-care (POC)

At-home diagnostics
and pharmacy point-

Global shipments of point of care (POC) HbA1c/CRP/lipids up|
28 % year on year (YoY). (HbA1C = Glycated Haemoglobin A
blood test that provides an average blood-sugar level over a
period of 2-3 months; CRP = a non-specific test that depicts the
protein your liver releases when there’s inflammation (from
infection, injury, autoimmune flare, etc.))

Pharmacy test-and-treat frameworks are active in 24 countries;
median turnaround <10 minutes for POC panels.

Tele pharmacy and
prescriptions/scripts
(Rx) e-commerce
normalization

12 % of retail Rx is now fulfilled via e-commerce in
OECD metros (OECD stands for the Organisation
for Economic Co-operation and Development. It is
an international organisation made up of 38 member
countries committed to democracy and market-
based economies. The OECD works to develop and
promote policies that improve the economic and
social well-being of people around the world).

Same-day delivery coverage reaches 65 % of urban
populations.

Supply-chain de-
risking and Active
Pharmaceutical
Ingredient (API)
reshoring

30 % of top 50 pharmaceutical companies moved =1
API step on/near-shore since 2023.

Average days-on-hand inventory up 75 to 102 days
(buffering).

Outcomes-based
contracts (OBCs) and
real-world evidence
(RWE)

+40% year on year (YoY) growth in OBCs.
70% require a registry within 12 months of launch.

Digital patient support programs (PSPs) (apps, nurse
calls) bundled in 3/5 specialty launches.
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South-African market snapshot (2025)

Trend lllustrative 2024-2025 datapoints
Biosimilar adoption in public [* Trastuzumab biosimilar accounted for 78 %
tenders of public use (vs 42 % two years ago).

* Net spending decreased by 22 % across
three biologic lines after biosimilar entry.

Power resilience for cold chain

70 % of national depots/wholesalers installed
solar + inverter backup.

® Cold-chain interruptions decreased by 35 %,
spoilage claims decreased by 18 %.

Faster regulatory throughput South African Health Products Regulatory Authority
(SAHPRA) median registration time: generics 24
— 16 months; Class B devices ~12 months with

e-portal.

Self-care and pharmacy-clinic
expansion

Private scheme claims for OTC self-care baskets
+14 %; clinic consults +21 %.

e 13 million members enrolled in
hypertension/diabetes pharmacy programs.

Currency and regionalization e South African Rand (ZAR) volatility (x12 %)
Effects pushes imported Cost of Goods (COGS)
+8—10 %; wider use of foreign exchange (FX)
hedging.

[* African Continental Free Trade Area (AfCFTA):
South African (SA) health-product exports to
Southern African Development Community
(SADC) +18 % year on year (YoY) (starter
packs, devices, OTC). (AfCFTA = An African
Union agreement creating a single African
market for goods & services with protocols
on trade in goods, trade in services, dispute
settlement (and newer ones on investment,
competition, IP, digital trade).

Carefully analyse the trends provided in the market trends report above and answer the
questions below. Answer all sub-questions in about 250 words in total. Use headings and/or
bullet points. Where requested, present your evidence as a mini-table or comparison matrix.
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a) Similarity evidence map: State ONE key similarity between the global and
South African trends (one sentence). Then map FOUR supporting datapoints
from the report (any mix of global and local) as an evidence map (four bullets
or a four-row mini-table). For each datapoint, add a short note explaining why
it supports the similarity.

Marking guide (5 marks): Award 1 mark for a clear similarity statement, and 4 marks
for four distinct, correctly extracted datapoints with brief 'why it supports the similarity’
notes (1 mark each).

Allocate one (1) mark for each description of the following up to a total

of five (5) marks

e Allocate one (1) mark for identifying similarities (Growing emphasis on
home-based diagnostics).

e Allocate one (1) mark each up to a total of four (4) marks for an
explanation of examples from global and local data trends and your
knowledge.

Example of Similarity: Growing emphasis on home-based diagnostics.

Explanation:
Both Global and South Africa are using biosimilars to contain specialty-drug
costs in oncology/immunology.

[ Global: 36 new biosimilar indication launches across US/EU/Japan in
2024.

[* Global: Average year-1 price erosion ~25 % vs originators.

* South Africa: Trastuzumab biosimilar = 78 % of public-sector use (vs
42 % two years ago).

°*  South Africa: Net biologics spend | 22 % across three lines post-biosimilar
entry.

Marker notes: Allocate 1 for a clear single similarity; 1 for each of four distinct
data points pulled from the report (any equivalent four are fine).

b) Differences comparison matrix: ldentify TWO key differences between the | (5)
global and South African trends. Present your answer as a two-row comparison
matrix with headings such as: Global evidence, South African evidence, why
the difference exists, and the implication for a local (SA) launch.

Marking guide (5 marks): Award 2 marks for two clearly stated differences (1 each),
2 marks for correct supporting evidence (at least one global and one South African
datapoint per difference; 1 each), and 1 mark for linking the differences to a realistic
SA launch implication.

Differences Supporting data Explanation (why it Mark
matters) S
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rewiring (Global)
Vs Power/FX
pressures (SA)

pharma have on/near
shored =21 APl step;
inventory days 75 — 102.
(1 mark)

South Africa: 70 % of
depots installed solar +
inverter; cold-chain
interruptions | 35 %; ZAR
volatility 12 % —
imported COGS +8-10 %.
(1 mark)

emphasize resilience by
design (APl reshoring,

buffers). SA  buyers
value power-proof
continuity and FX-aware
pricing.

—  HPMA implication:
emphasize  cold-chain
resilience and

transparent FX clauses
in value stories. (0.5
marks)

Together, these
differences mean a
global playbook
(OBC+RWE heavy,

reshored APIs) must be
localized in SA to

highlight regulatory
speed, operational
reliability (power/cold
chain) and pricing
stability under FX
swings.

1. OBC/RWE Global: Outcomes-based Global launches assume 25
maturity (Global) contracts +40 % YoY; real-world data capture
Vs Regulatory 70 % now require a baked-in (contract KPlIs,
throughput registry within 12 months registries). Locally,
focus (SA) of launch. s peed-1to-
South Africa: SAHPRA approval/access is the
throughput improving bigger lever;
generics 24 — 16 months; sophisticated OBCs are
Class B devices ~12 emerging but not default.
months via e-portal. (1 — HPMA implication: in
mark) SA, lead with access
timing & budget impact,
not just RWE platforms.
(0.5 marks)
2. Supply-chain Global: 30 % of top 50 Global narratives 2.5

Overall
synthesis

Candidate articulates
why each divergence
alters positioning,

access strategy or value
messaging.

Adds the final
synthesis point linking
observational data to
commercial impact.

c) Local launch mini plan: Propose TWO practical recommendations for | (5)
launching any product linked to these trends in the local (South African) market.
For each recommendation, list TWO specific actionable steps an HPMA can
perform (four steps in total).
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Marking guide (5 marks): Award 1 mark for two appropriate recommendations (0.5
each) and 4 marks for four specific actionable HPMA steps (two per recommendation;
1 mark each).
Identify two (2) actionable steps (1 mark each x 4 = 4 marks) that an HPMA can
perform. Total = 5 marks

Comprehensive memorandum & mark allocation

Examples of
opportunity (2 x
0.5 marks each =

Two concrete HPMA actions: illustrative
wording (1 mark each x 4 = 4 marks)

point-of-care (POC)
channels for quick
wins (0.5 marks)

1 mark)
1. Opportunity: | Action 1: Run a “test-and-educate day” with a
Use pharmacy | partner pharmacy: provide a 1-page SOP, a poster,

and a 5-question screening card. (1 mark)

Action 2: Ask the Pharmacist/Nurse to assist you
by capturing 10 patient leads (with informed
consent) and compile a one-pager to the
scheme/clinic lead showing throughput, positives,
and follow-ups. (1 mark)

2. Opportunity:
Seed lightweight
real-world evidence
(RWE) in one key
account. (0.5

Action 1: Create a 3-field Google Form (patient
category, product used, outcome at 8—-12 weeks) +
QR code sticker for clinic desktops. (1 mark)

Action 2: Export a one-slide dashboard (counts +
simple responder rate) and include it in your next

marks) monthly business review. (1 mark)

Reasoning: Each recommendation ties directly to a difference or
similarity identified above and spells out practical, compliant steps that
a Health Products Marketing Associate (HPMA) can execute within their
scope of work.

RUBRIC:

Component Marks
Provide two (2) opportunities for launching any product linked to 1
the trends in the local (South African) market. (2 x 0.5 marks each
=1 mark)

For each of your two (2) recommendations: Identify two (2) 4
actionable steps that an HPMA can perform (2 marks each x
2 = 4 marks)

Tot?ll for two (2) opportunities plus two (2) actionable steps 5

eac

15 Marks
Question 1 Sub-Total: 45 Marks
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Ques

tion 2

2.1.1 You are the Health Products Marketing Associate (HPMA) responsible for Territory Z
(fictitious). You have been given a hypothetical customer database (Table 1). Use the
information provided to analyse the territory and develop a brief territory management plan.
When making recommendations, consider the South African context, including POPIA
(Protection of Personal Information Act), professional conduct, and the public—private mix.

Table 1: Hypothetical customer database

Customer Account type | Purchase | Last Key notes / opportunities
name / product | frequency | interaction
category (per (counterparty
month) & role)
Green Leaf | Independent / | 65 4 months ago — | Basket size declined since
Pharmacy, OTC & Owner /| a nearby chain opened;
City D Wellness Pharmacist-in- | open to range review and
Charge merchandising support.
Morningside | Private  GP | 25 1 month ago — | New decision-maker needs
Family clinic / New Practice | onboarding, ordering
Clinic, City D | Vaccines Manager (non- | process alignment and
HCP) stock planning.
MedShield Hospital 90 3 weeks ago — | Tender renewal in 2
Hospital outpatient  / Diabetes Clinic | months; request outcomes
OPD, City E | Diabetes care Lead / | data and a service/support
(meters & Endocrine plan.
strips) Sister  (HCP)
and/or
Procurement
(non-HCP)
Khayelitsha | Public clinic / | 15 7 months ago — | Lapsed account; high staff
CHC, City E | Wound care Facility turnover; appointments
Manager / | require district approval.
Professional
Nurse (HCP)
and/or District
Office (non-
HCP)
Sunrise Regional 35 2 weeks ago — | Reliable payer; potential
Medical distributor / Buyer / | for bulk orders and e-
Supplies, Surgical & Procurement invoicing/EDI; expand SKU
City D consumables Officer  (non- | list and keep master data
HCP) accurate
(brand/form/strength/pack).

Marking Guidelines

Total: 10 marks. Accept any equivalent, context-appropriate answers that are supported by
the information in Table 1 and comply with POPIA and professional conduct.

a) SWOT snapshot (use Table 1):
Example marking guidance (1 mark each):

* Provide ONE strength and ONE weakness for this territory (based on evidence

from Table 1).

(1)
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Answer:

Strength + weakness: identifies one evidence-based strength and one
evidence-based weakness from Table 1 (e.g., strong high-volume account vs.
long gap since last contact / lapsed account).

* Provide ONE opportunity aligned with local market trends (e.g., service gaps, (1)
tender cycles, disease burden, AMS).

Answer:

* Opportunity: identifies one realistic opportunity aligned with local trends/needs
(e.g., tender preparation, onboarding new decision-maker, service plan,
outcomes/education support).

* Provide ONE threat (e.g., competitor activity, logistics, regulatory, access (1)
barriers).

Answer:

» Threat: identifies one plausible threat (e.g., competitor chain impact, tender
loss risk, access barriers, regulatory/POPIA breaches, logistics/stock-outs).

b) Database management recommendations:
Allocate up to 1.5 marks per recommendation (1 mark for the
recommendation + 0.5 mark for a practical example).

Provide TWO actionable recommendations to improve the quality and usefulness (3)
of the customer database and give ONE practical example for EACH
recommendation (e.g., what field(s) you will add/update; how/when you verify;
how you will document consent/authorisation).

Answer:

Recommendation 1 (example): Update decision-maker/contact fields and
interaction history after every visit; record role changes and preferred channels.
Example: add/confirm 'Practice Manager' details at Morningside Family Clinic
and schedule a follow-up date.

* Recommendation 2 (example): Implement a quarterly data-quality and POPIA
compliance check (accuracy, completeness, access control,
consent/authorisation notes). Example: store only necessary personal data;
restrict access; log who edited records and why.

c) Action plan to optimise customer engagement:
Allocate 1 mark per required element (priority customer(s); purpose;
channel/frequency; KPl/success indicator), across short-, medium- and
long-term actions.

Using Table 1, outline a brief engagement plan that includes ALL of the following: (4)
(i) priority customer(s), (ii) the purpose of engagement, (iii) channel/touchpoint
and frequency, and (iv) a simple KPI or success indicator. Include at least ONE
short-term, ONE medium-term, and ONE long-term action.

Answer:
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e Short-term (example): Re-engage the lapsed CHC account—obtain
district approval, schedule an in-service, and confirm formulary needs.
KPI: appointment confirmed + first order placed within 4—6 weeks.

e Medium-term (example): Prepare for the hospital tender renewal—submit
outcomes/service dossier and meet procurement/clinical lead. KPI:
tender pack submitted on time + meeting minutes/action items recorded.

e lLong-term (example): Grow/defend the independent pharmacy
account—run a range review and seasonal promo plan; monitor basket
size. KPI: +10% monthly units over baseline within 3 months.

e Ongoing (example): Strengthen distributor relationship—implement e-
invoicing/EDI and expand SKU list responsibly. KPI: order cycle time
reduced + fewer invoice queries.

10 Marks

2.1.2 Refer to the territory management plan for Territory Z (Table in Question 2.1.1) and
use the provided hypothetical customer database below to answer Question 2.1.2.

Territory Z Information (Fictitious Data):

Customer Account Product Last Interaction | Opportunities for
Name Type/Product Purchase Counterparty, improvement
Category Frequency e.g. (Role:
(Monthly) Pharmacist-in-

Charge (HCP),

Practice

Manager (non-

HCP), Clinic

Sister (HCP),

Procurement

Officer (non-

HCP)
Green Leaf Independent / 65 4 months ago Declining basket
Pharmacy, City | OTC & Wellness with Owner / size since chain
D Pharmacist-in- opened nearby;

Charge owner open to

range review

Morningside Private GP clinic | 25 1 month ago New practice
Family Clinic, / Vaccines with New manager; needs
City D Practice onboarding & stock

Manager (non- planning

HCP)
MedShield Hospital 90 3 weeks ago Tender renewal in 2
Hospital outpatient / with Diabetes months; provide
Outpatient Diabetes care Clinic Lead / outcomes data &
Department (meters & strips) Endocrine Sister | service plan
(OPD), City E (HCP) or

Procurement

(non-HCP)
Khayelitsha Public clinic / 15 7 months ago Lapsed account;
Community Wound care Facility Manager | high staff turnover
Health Centre / Professional in last 6—-9 months
(CHC), City E Nurse (HCP) or | (=2 key role
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District Office
(non-HCP)

changes);
appointment
requires district
approval

Sunrise Medical | Regional 35 2 weeks ago Reliable payer;
Supplies, City D | distributor / with Buyer / potential for bulk +
Surgical & Procurement e-invoicing; expand
consumables Officer (non- stock keeping unit
HCP) (SKU) list. SKU =

the unique identifier
for a specific
product variant you
sell brand + form +
strength/size + pack
+ flavor/device
model.

For each statement below, indicate whether it is True (T) or False (F) based on the customer
database and the most appropriate implementation step. Mark your answer with an “X”.
Allocate one (1) mark per statement for a total of five (5) marks.

Item Correct answer Brief rationale

.a) True Customer is a regional distributor with stated
opportunity for bulk + e-invoicing and SKU
expansion; implementing this discussion aligns
with the opportunity.

.b) False Database indicates district approval/access steps
are required for reactivation/in-service; a direct
commercial proposal would be premature before

compliance/reactivation steps.

Database notes declining basket size and
openness to a range review; a range review is an
appropriate first implementation step.

c) True

Tender renewal is in 2 months; implementation
requires preparing outcomes data and a service
plan proactively before the tender/renewal
decision point.

d) False

.e) True New practice manager with onboarding/stock
planning needs; implementing onboarding is an

appropriate first step.

5 Marks

2.1.3 Territory Z Information (Fictitious Data):

Last Interaction
Counterparty,

Product
Purchase

Account
Type/Product
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Category Frequency e.g. (Role:
(Monthly) Pharmacist-in-
Charge (HCP),
Practice
Manager (non-
HCP), Clinic
Sister (HCP),
Procurement
Officer (non-
HCP)
Green Leaf Independent / 65 4 months ago Declining basket
Pharmacy, City OTC & Wellness with Owner / size since chain
D Pharmacist-in- opened nearby;
Charge owner open to
range review
Morningside Private GP clinic | 25 1 month ago New practice
Family Clinic, / Vaccines with New manager; needs
City D Practice onboarding & stock
Manager (non- planning
HCP)
MedShield Hospital 90 3 weeks ago Tender renewal in 2
Hospital outpatient / with Diabetes months; provide
Outpatient Diabetes care Clinic Lead / outcomes data &
Department (meters & strips) Endocrine Sister | service plan
(OPD), City E (HCP) or
Procurement
(non-HCP)
Khayelitsha Public clinic / 15 7 months ago Lapsed account;
Community Wound care Facility Manager | high staff turnover
Health Centre / Professional in last 6-9 months
(CHC), City E Nurse (HCP) or | (=2 key role
District Office changes);
(non-HCP) appointment
requires district
approval
Sunrise Medical | Regional 35 2 weeks ago Reliable payer;
Supplies, City D | distributor / with Buyer / potential for bulk +
Surgical & Procurement e-invoicing; expand
consumables Officer (non- stock keeping unit
HCP) (SKU) list. SKU =

the unique identifier
for a specific
product variant you
sell brand + form +
strength/size + pack
+ flavor/device
model.
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Scenario: You are a Health Product Marketing Associate (HPMA) responsible for achieving
sales targets in your assigned territory. You have noticed that some areas are
underperforming. Refer to the Territory Z information provided in Question 2.1.1 and answer
the following:

a) Create THREE monitoring checkpoints you will run over the next 4 weeks to (3)
recover sales in Territory Z. Each checkpoint must state (i) what you will monitor
(a KPl/trigger), and (ii) what you will adjust in your territory plan if the trigger is
met.

Answer:

Model answer and marking guide (3 marks)

Allocate 1 mark per complete checkpoint (monitor + adjustment), up to a total
of 3 marks.

e KPI/Trigger: “Overdue-contact list” from the CRM (e.g., >90 days since last

interaction for key accounts). Adjustment: Rebuild the call cycle by
prioritising reactivation visits and booking approvals where needed (e.g.,
district approval for a lapsed public clinic) and schedule follow-up within 14
days.

e KPI/Trigger: “SKU-mix / basket-size trend” (last 3 months vs previous 3
months) for independent pharmacies. Adjustment: Conduct a compliant
range review and shelf-visibility plan (planogram, stock-cover targets, zero
stock-outs) and track basket per visit monthly.

e KPI/Trigger: “Tender countdown” (weeks to renewal / re-issue) for
hospital/outpatient accounts. Adjustment: Increase visit cadence, confirm
decision makers, and execute a tender readiness checklist (service plan,
evidence pack, device calibration/quality documents).

e KPI/Trigger: “Lost orders / delayed replenishment” for distributors (order
accuracy, invoice disputes, lead time). Adjustment: Route-cluster distributor
calls with key accounts, expand SKU list strategically, and implement e-
invoicing/EDI milestones to speed replenishment.

b) Give ONE practical example of how you would improve your customer (2)
database in the South African context (e.g., data field validation,
compliance/consent flag, or a workflow rule) and briefly explain why this would
increase sales.

Answer:

Model answer and marking guide (2 marks)

Allocate 1 mark for a specific database improvement (field/process/workflow)
and 1 mark for a clear explanation of how it increases sales/compliance, up to
2 marks.

Example (any ONE acceptable):
Database improvement (1): Add/validate regulator and role fields (e.g.,

SAPC/HPCSA/SANC registration number where relevant), flag HCP vs
non-HCP counterparty, and store POPIA consent source/date.
e Why this increases sales (1): Correct identification and compliant consent
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enable faster scheduling of in-services/stock-planning discussions with the
right decision makers, reduce missed follow-ups, and support reactivation
of lapsed accounts

5 Marks

214

Scenario: During a scheduled visit, an HPMA representative (Aisha) meets Dr Mpho Khoza, a
general practitioner (GP). Dr Khoza asks for comparative outcomes, switching criteria, and
patient-support logistics. Aisha remains calm, answers with evidence, and keeps the discussion
professional. Answer the following multiple-choice questions (MCQs) by marking ONE option
with an “X”.

a) Based on the scenario, which communication-preference profile BEST matches Dr Khoza?

(1)

A. Driver — decisive, results-first, dislikes detail

B. Analyst — data-driven, risk-aware, asks for evidence before deciding

C. Amiable — relationship-focused, avoids conflict, prefers reassurance

D. Expressive — idea-driven, talks broadly, prefers big-picture messages

E. Disengaged — passive, uninterested, provides minimal input

and compliance?

b) Which opening approach is MOST appropriate for Aisha to use with this GP to ensure alignment

(1)

A. Use humour and personal stories; keep clinical data to a minimum

B. Use persuasive emotional language to encourage a quick switch

C. Provide structured, evidence-based responses; reference approved information;
confirm follow-up actions

D. Avoid technical questions and redirect the discussion to promotions and pricing

E. Give a short, high-level summary only and end the meeting as quickly as possible

c¢) In professional healthcare engagements, adapting your interaction style is primarily intended to:

(1)

A. Copy the client’s personality, so you never disagree

B. Reduce the client’s input and control the discussion

C. Speed up the meeting by focusing only on product claims

D. Build rapport and ensure clear, effective communication

E. Replace evidence with confidence to appear more persuasive

interaction?

2.1.4.d) Which action BEST demonstrates correct social protocol and professionalism during the

(1)

A. Ignore switching-criteria questions to keep the conversation moving

B. Maintain professional language, listen actively, and map answers to approved
evidence and guidance

X
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C. Avoid eye contact to reduce pressure on the client

D. Dominate the discussion to ensure all key points are delivered

E. Provide off-label examples to strengthen the argument

2.1.4.e) True or False: Maintaining eye contact and professional language are NOT essential
components of social protocols in client interactions.
(1)

A. True

B. False X

5 Marks
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2.1.5
Scenario:

During a scheduled visit, a Health Product Marketing Associate (HPMA) interacts with Dr
Anne Botha, a general practitioner. The HPMA, Gustav, is collaborative and detail-oriented,
aiming to present the benefits of a new health product. During the meeting, Dr Botha frequently
asks probing questions about clinical trial data and long-term patient outcomes. Gustav
responds with confidence, using graphs and key findings to support his claims while
maintaining professionalism and rapport.

Question:
Based on the scenario above:

a) In ONE concise phrase, state your natural interactive style as the HPMA in this situation.

(1)

Allocate 1 mark for a clear identification of the HPSA'’s natural interactive style (any
reasonable equivalent accepted).

Examples (1 mark): Collaborative and detail-oriented; Analytical; Assertive;
Empathetic; Confident evidence-based presenter.

b) Style-flex task (data-led consult): Write TWO specific adjustments you will make to align
with Dr Botha’s analytical style. Your answer must include:

* ONE adjustment to your CONTENT STRUCTURE (e.g., what you lead with / how you would
present evidence).
(1)

* ONE adjustment to your INTERACTION BEHAVIOUR (e.g., pace, questioning,
confirmation, handling objections).
(1)

Allocate 1 mark per correctly described adjustment (maximum 2). The candidate must
provide one content-structure adjustment and one interaction-behaviour adjustment.
Content structure examples (1 mark): Lead with primary clinical endpoints and safety
data; present absolute risk reduction/NNT where applicable; use an evidence
summary page; acknowledge limitations; relate evidence to patient
profiles/guidelines.

Interaction behaviour examples (1 mark): Slow the pace and invite probing questions;
use active listening and summarise priorities; confirm understanding; agree on next
steps and provide written follow-up evidence pack.

c) Give ONE reason why this style flex is important for effective communication and building
a strong client relationship.
(1)

Allocate 1 mark for a valid rationale linking style flex to trust/credibility, engagement,
clearer communication, and a stronger long-term professional relationship.
Example (1 mark): Aligning to Dr Botha’s analytical preferences improves trust and
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engagement, reduces misunderstandings, and supports evidence-based decision-
making.

4 Marks

Page 29 of 43 OC: Occupational Certificate: Health Products Marketing Associate MEMO
Exemplar




CHIETA

2.1.6You are a Health Product Marketing Associate (HPMA) responsible for managing a
diverse customer base across three territories. Recently, you noticed challenges in meeting
all client appointments on time while balancing administrative duties, such as updating the
customer database. Additionally, some clients have expressed concerns about irregular

follow-ups.

Territory Z information (fictitious data):

Customer Account type / | Purchase Last Opportunities
name product frequency interaction for
category (units/month) (counterparty) | improvement
Green Leaf Independent / 65 4 months ago Declining
Pharmacy, City | OTC & with Owner / basket size
D wellness Pharmacist-in- since chain
Charge (HCP) opened nearby;
owner open to
range review
Morningside Private GP 25 1 month ago New practice
Family Clinic, clinic / Vaccines with new manager; needs
City D Practice onboarding and
Manager (non- stock planning
HCP)
MedShield Hospital 90 3 weeks ago Tender renewal
Hospital outpatient / with Diabetes in 2 months;
Outpatient Diabetes care Clinic Lead / provide
Department (meters and Endocrine Sister | outcomes data
(OPD), City E strips) (HCP) or and service plan
Procurement
(non-HCP)
Khayelitsha Public clinic / 15 7 months ago Lapsed
Community Wound care with Facility account; high
Health Centre Manager / staff turnover
(CHC), City E Professional (=2 key role
Nurse (HCP) or | changes in last
District Office 6—9 months);
(non-HCP) appointment
requires district
approval
Sunrise Regional 35 2 weeks ago Reliable payer;
Medical distributor / with Buyer / potential for
Supplies, City Surgical and Procurement bulk and e-
D consumables Officer (non- invoicing;
HCP) expand stock
keeping unit
(SKU) list

Note: SKU = the unique identifier for a specific product variant you sell (brand + form +
strength/size + pack + flavour/device model).
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Based on the scenario above (and reflecting on fictitious Territory Z used in Question 2.1.1),

answer the following:
Marking Guideline

Mark according to the principles below. Award marks only when the principle is
correctly named/defined and the application is clearly linked to the Territory Z scenario

(accounts, timing and the stated challenges).

a) Select TWO time-management principles you would implement immediately. For each,
provide a one-sentence definition.

Answer:

Allocate 1 mark per correct principle + definition (2 principles required).

Acceptable principles include (examples): prioritisation (Eisenhower), time-blocking,
route clustering, batching, delegation, use of buffers, daily planning, use of productivity
tools.

Example answers:
* Prioritisation (Eisenhower): Classify tasks by urgency/importance to focus first on high-
impact work.

» Time-blocking / route clustering: Reserve fixed calendar blocks for calls/admin and
group visits by geography to reduce travel and overruns.

(2)

b) Complete the application plan below by
giving ONE scenario-specific action for each
principle (include: which account(s), what you
will do, and when you will do it).

(2)

» Time-blocking/route clustering: Set one fixed “City E Day” every week. Use the morning for
MedShield OPD tender preparation (outcomes data + service plan) and, once district approval
is secured, schedule the Khayelitsha CHC reactivation/in-service on the same day; capture

notes in the CRM before leaving City E.

* Prioritisation + admin protection: Treat MedShield’s tender renewal (2 months) as
urgent/important and allocate a weekly 45-minute tender milestone block; reserve a daily 30-
minute CRM block to update follow-ups for Green Leaf (4 months since last visit) and prevent

irregular follow-up complaints.

Principle (name) One practical application to Territory Z

(accounts + action + timing)

c¢) In 2-3 sentences, justify how your plan will
(i) improve on-time appointments and regular

(2)
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follow-ups, and (ii) protect administrative time
for customer database (CRM) updates.
Answer:

Allocate 1 mark for clearly linking the
principles to improved punctuality/follow-up
regularity, and 1 mark for linking to improved
administrative efficiency/CRM accuracy.

Example justification: Time-blocking with
buffers improves on-time arrivals and ensures
promised follow-ups occur at a consistent
cadence, while protected CRM blocks reduce
missing data and missed call-backs. Together,
this improves customer satisfaction and
supports retention/growth in key accounts
(e.g., MedShield tender line; reactivation of
Khayelitsha CHC).

6 Marks

Question 2 Sub-total: 35 marks

Question 3

3.141

You are preparing to educate a customer about a health product. Complete the three (3)
CUSTOMER EDUCATION PRODUCT BRIEFS below. For each anatomical system, use the
provided medicine example (or choose a relevant alternative aligned with the product’s
Professional Information for Human Use (Pl)). Write in a clear, well-structured way and use
appropriate medical terminology.

Answer format: Use bullet points under each heading. Mark allocation per system is fixed at
3+ 3 +4 =10 marks.

Word limit: assess the first 300 words per system (any text beyond this may not be marked).

Marking Guideline:

Use the rubric below. Credit any scientifically correct equivalent answer that matches the
marking criteria.

Mark allocation per system (10 marks each)

Criterion Marks
Anatomy & physiology 3
Pathophysiology 3
Medicine application (MOA + 2 benefits + sales- 4
context point)

Model answer elements (illustrative)
System 1: Urinary and renal (tamsulosin) — illustrative elements
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Anatomy & physiology (3):

e Renal pelvis drains urine into the ureter (proximal, mid, distal) which propels urine via
smooth-muscle peristalsis to the bladder.

e Distal ureter and bladder neck have alpha1A-adrenergic receptors; stimulation increases
smooth-muscle tone and functional obstruction.

e Ureteric stretch activates visceral afferents (T11-L2), contributing to colicky flank-to-
groin pain.

Pathophysmlogy (3):
Ureteric stone obstructs flow — increased intraluminal pressure, ureteric spasm and

mucosal oedema.

e Disruption: narrowed lumen + disorganised peristalsis reduces stone passage; may
cause hydronephrosis.

e Clinical consequences: severe colicky pain, nausea/vomiting, haematuria; infected
obstruction is an emergency.

Medicine application (4):

e  MOA (1): Selective alpha1A antagonist relaxes distal ureter smooth muscle, improving
luminal calibre/peristaltic coordination to facilitate passage.

e Benefit 1 (1): May increase spontaneous stone expulsion and shorten time to passage,
reducing analgesic/ER utilisation.

e Benefit 2 (1): Once-daily oral dosing supports adherence while awaiting
passagel/intervention.

e Sales-context point (1): Counsel orthostatic dizziness/syncope; caution with other alpha-
blockers/PDES inhibitors; advise taking after the same meal daily.

System 2: Musculoskeletal (colchicine) — illustrative elements
Anatomy & physiology (3):
Synovial joint includes articular cartilage, synovial membrane, capsule and synovial fluid

for lubrication.

e |nnate immune cells patrol synovium; neutrophils rely on microtubules for chemotaxis
and phagocytosis.

e Bone remodelling involves osteoclasts (resorption) and osteoblasts (formation).

Pathophysmlogy (3):
Hyperuricaemia — monosodium urate crystal deposition in joints/soft tissue.

e Crystals activate inflammatory pathways (e.g., NLRP3 inflammasome) — neutrophil
influx — acute pain, warmth, swelling.

e Recurrent flares may lead to tophi and erosive joint damage, major functional impairment
during flares.

Medicine application (4):

e  MOA (1): Binds tubulin — inhibits microtubule polymerisation — reduces neutrophil
migration and inflammasome signalling.

e Benefit 1 (1): Effective when starting early in a flare; reduces pain/inflammation.

e Benefit 2 (1): Oral option when NSAIDs or corticosteroids are unsuitable.
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System 3: Lymphatic/immune/haematology (low-dose aspirin) — illustrative elements

Sales-context point (1): Counsel Gl adverse effects; dose-adjust/avoid interactions (e.g.,

strong CYP3A4/P-gp inhibitors).

Anatomy & physiology (3):

Pat

Primary haemostasis: platelet adhesion (vVWF-Gplb), activation and aggregation
(Gpllb/llla—fibrinogen).

Platelet COX-1 generates thromboxane A2 (TXA2) which amplifies platelet activation
and vasoconstriction.

Inflammation in atherosclerotic plaques recruits immune cells; plaque rupture exposes
thrombogenic material causing platelet-rich thrombus.

hophysiology (3):

Atherothrombosis: plaque rupture/erosion — platelet activation/aggregation — arterial
thrombus.

Disruption: excessive platelet activation can occlude coronary arteries — MI; high
recurrence risk in established ASCVD.

Consequences: acute coronary syndrome, stroke/TIA, cardiovascular death.

Medicine application (4):

3.1.2The following questions test your knowledge of pharmaceutics and pharmacological
terms and principles. Choose the most appropriate option (Mark your choice with an “X”) for

MOA (1): Irreversibly inhibits platelet COX-1 — reduces TXA2 for platelet lifespan —
antiplatelet effect.

Benefit 1 (1): Reduces recurrent Ml/stroke in secondary prevention.

Benefit 2 (1): Once-daily dosing; inexpensive and widely available.

Sales-context point (1): Counsel bleeding/Gl risk; interactions with anticoagulants/other

antiplatelets; consider PPl if high risk.

30 marks

each of the following multiple-choice questions (MCQs).

a) Which route of administration is MOST affected by first-pass (pre systemic) metabolism?

(1)

A. Intravenous (1V)

B. Oral

C. Intramuscular (IM)

D. Subcutaneous (SC)

E. Transdermal

b) Most absorption of orally administered medicines occurs in the small intestine mainly because it has:
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(1)

A. A highly acidic pH that favours ionisation of most drugs

B. The greatest surface area (villiimicrovilli) and good perfusion

C. The slowest transit time in the gastrointestinal tract

D. A thick mucus barrier that prevents drug degradation

E. No drug-metabolising enzymes

¢) Acidic medicines (e.g., warfarin) bind predominantly to which plasma protein?

(1)

A. a1-acid glycoprotein

B. Albumin

C. Transferrin

D. Fibrinogen

E. Immunoglobulins

d) A loading dose is used to reach a target concentration rapidly. The loading dose is MOST dependent

on:

(1)

A. Clearance (CI) only

B. Elimination half-life (t/2) only

C. Volume of distribution (Vd) and target concentration (and bioavailability if oral)

D. Renal blood flow only

E. Protein binding only

e) Which statement best describes first-order elimination kinetics?

(1)

A. A constant amount is eliminated per unit time

B. Half-life increases as concentration decreases

C. A constant fraction is eliminated per unit time

D. Clearance increases as concentration rises

E. Elimination rate is independent of concentration

f) Which adverse effect is most strongly associated with sulfonylureas (e.g., gliclazide)?

(1)

A. Hyperkalaemia
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B. Hypoglycaemia

C. Bradycardia

D. Dry cough

E. Constipation

g): A patient on an ACE inhibitor develops high potassium levels after a new medicine is added. Which

combination is MOST likely to cause dangerous hyperkalaemia?

(1)

A. Amlodipine + hydrochlorothiazide

B. Ramipril + spironolactone

C. Metformin + sitagliptin

D. Atorvastatin + ezetimibe

E. Enalapril + furosemide

h) Which is an example of a Phase Il (conjugation) metabolic reaction?

(1)

A. Oxidation (CYP450)

B. Reduction

C. Hydrolysis

D. Glucuronidation

E. Deamination

i) Rifampicin reduces the effectiveness of combined oral contraceptives mainly because it:

(1)

A. Inhibits hepatic CYP-mediated metabolism of oestrogen/progestin

B. Induces hepatic enzymes, increasing steroid metabolism

C. Markedly slows gastrointestinal transit

D. Decreases folate absorption

E. Inhibits P-glycoprotein at the gut wall

j) A medicine with a narrow therapeutic index is best described as one that:

(1)

A. Has no dose-related adverse effects

B. Has a small difference between effective and toxic concentrations

C. Is always eliminated by zero-order kinetics

D. Has complete (100%) oral bioavailability

E. Is always a prodrug
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3.1.3 Instructions:

Carefully read the Hypothetical Clinical Trial Description below, including the methodology
and results. Answer questions a) to f) using evidence-based reasoning.

Hypothetical Clinical Trial Description

Title: A 12-week, double-blind, double-dummy, placebo-controlled,
comparing zolpidem MR 12.5 mg once nightly with zolpidem IR 10 mg once nightly and
placebo in adults with chronic insomnia (baseline Wake After Sleep Onset (WASO) 78 min;

baseline sleep onset latency (SOL) 42 min).

Methodology (summary):

randomised study

Design: double-blind, double-dummy, placebo-controlled, randomised

Participants: 510 adults; mean age 48 years; 60% female; DSM-5 chronic insomnia;
baseline WASO = 78 min (DSM-5 chronic insomnia refers to meeting DSM-5 criteria for
Insomnia Disorder (commonly: difficulty initiating/maintaining sleep or early awakening
with daytime impairment, occurring 23 nights/week for 23 months, despite adequate
opportunity to sleep). WASO (Wake After Sleep Onset): The total number of minutes a
person is awake after initially falling asleep until final awakening, typically summed
across the night (often measured by sleep diary, actigraphy, or polysomnography).

Interventions (12 weeks): Zolpidem MR 12.5 mg ghs (every night at bedtime) + IR placebo;
Zolpidem IR 10 mg ghs (every night at bedtime) + MR placebo; Placebo + matching
placebos

Primary endpoint: Change in WASO (minutes) from baseline to Week 12 (sleep diary;
averaged over last 2 treatment weeks)

Secondary endpoints: SOL (SOL (Sleep Onset Latency): the time it takes to fall asleep,
measured from “lights out” (or the time you try to sleep) to the first epoch/period of sleep),
total sleep time (TST), 250% WASO responders, Insomnia Severity Index (I1Sl), adherence
=290%, Patient Global Impression of Improvement (PGI-I)

Safety (selected): next-day somnolence, dizziness, complex sleep behaviours, Treatment-
Emergent Adverse Events (TEAES)

Parameter Zolpidem MR Zolpidem IR Placebo p-value VS
placebo

WASO change | 45+ 18 -30+ 16 -12+15 P < 0.001

(min) (both)

> 50 % WASO | 48% 34% 12% -

reduction

SOL change | —18 22 -6 -

(min)

TST increase | + 54 +40 +16 -

(min)
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ISI change | -9.2 -7.5 -3.1 -

(points)

Adherence =|91% 71% 94% MR vs IR p =
90 % 0.005
Next-day| 8% 14% 6% MR vs IR p =
somnolence 0.04

Dizziness 4% 6% 3% n.s.

Complex sleep | 0.8% 1.6 % 0.2% n.s.

behaviours

Conclusion (study synopsis): Both zolpidem MR and IR significantly improved sleep vs
placebo. MR produced greater sleep-maintenance benefits (larger WASO reduction, higher
>50% WASO responders, greater TST gain) and fewer next-day somnolence AEs than IR,
with significantly higher adherence. IR produced a slightly larger improvement in SOL.

Assessment questions (Evidence-extraction worksheet)

Marking guidance: award marks according to the allocations below. Equivalent correct
wording earns full credit.

a) Name the study design and duration in one phrase. (1)

Allocate 1 mark for correctly identifying BOTH the study design and the
duration.

Example answer:

“12-week, double-blind, double-dummy, placebo-controlled, randomised
study.”

b) State the primary endpoint and the numerical primary outcome for zolpidem (1)
MR (include units).

Allocate 0.5 marks for stating the primary endpoint and 0.5 marks for the
correct numerical outcome for zolpidem MR.

Example answer:

Primary endpoint: Change in WASO (min) from baseline to Week 12.
Zolpidem MR outcome: =45 + 18 min.

c) Which arm showed better adherence and by how many percentage points (2)
over zolpidem IR? Show your calculation.

Allocate 1 mark for identifying the arm with better adherence (with its
adherence %) and 1 mark for the correct absolute percentage-point difference
vs IR.

Example answer:

Zolpidem MR had better adherence: 91% vs 71% with IR — absolute +20
percentage points (p = 0.005).

d) Interpret the safety data: which treatment had more next-day somnolence (2)
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AEs, and what is the absolute difference vs zolpidem MR?

Allocate 1 mark for identifying which arm had more next-day somnolence AESg
mark for the correct absolute difference vs MR.

Example answer:

Zolpidem IR had more next-day somnolence (14%) than MR (8%) — absolute
difference = 6 percentage points (14% — 8%; p = 0.04).

e) Based on the results, give (i) one clinical advantage and (ii) one (2)
patient-experience advantage of zolpidem MR over zolpidem IR.

Allocate 1 mark for one correct clinical advantage and 1 mark for one correct
patient-experience advantage of MR over IR based on results.

Example answer:

Clinical advantage (any one): Better sleep maintenance (greater WASO
reduction —45 vs —30 min; higher 250% responders 48% vs 34%; and/or
larger TST gain +54 vs +40 min).

Patient-experience advantage (any one): Fewer next-day somnolence AEs
(8% vs 14%) and/or higher adherence (91% vs 71%).

f) List two (2) study limitations a marketing associate should mention when (2)
presenting these data.

Allocate 1 mark each for any TWO specific limitations (max 2).

Example answer:

Examples (any two):

» Short duration (12 weeks): no long-term durability/tolerance/dependence
signal.

* Double-dummy regimen: real-world adherence may differ without matching
placebos.

« Diary-based endpoints: subject to recall/expectancy bias; limited objective
PSG confirmation.

» Generalisability: exclusions may limit applicability to frail elderly, comorbid
psychiatric disease, OSA, etc.

» High placebo adherence: possible Hawthorne effect.

10 Marks
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3.1.4 Scenario

Your company is launching ImmunoFizz™ Immune-Support Effervescent Tablets
(Complementary-Medicine Category D: health supplement; vitamin C + zinc + vitamin D3;
sugar-free; alcohol-free; dye-free; vegan; GMP certificate and Certificate of Analysis (COA)
available). As a Health Products Marketing Associate (HPMA), design a compliant, value-
adding educational HYBRID launch event for 40 general practitioners and 20 retail
pharmacists.

The educational launch event for healthcare professionals (HCPs) must:
e Aligning with the Marketing Code of Practice (MCA) and SAHPRA Complementary-

Medicines (Category D) guidelines (Category D wording only; no disease-
treatment/prevention claims; balanced risk/benefit).

e use both internal and external resources (e.g., medical advisor + independent HCP
speaker).

e present balanced evidence on nutrients that support normal immune function and
general wellbeing (Category D terminology only).

e be designed as a hybrid event: a 60-minute CPD-accredited webinar + a 30-minute
moderated Q&A, with modest catering only for the in-person hub attendees (within
the current MCA hospitality cap; no alcohol).

Complete the table below. Answer sub-questions 3.1.4(a)-3.1.4(e) clearly.

Sub-Question Answer Marks
a) Objectives: List four (4) | 1) Educate HCPs on Category D- 4x1=4
specific goals (SMART). appropriate claims for vitamins/minerals:

“supports normal immune function” and
“supports general wellbeing” (no
prevention/treatment claims).

2) Secure 260% pharmacy stocking/shelf-
listing commitments within 14 days post-
event.

3) Obtain written HCP feedback on
label/PIL clarity (NQF-friendly), dosing
instructions, cautions and target-user
messaging.

4) Achieve 290% completion of the CPD
quiz + signed value-transfer (VT)
disclosure/attendance record at
registration.

b) Agenda: Provide a five 12:00-12:05 Log-in + disclosure slide 5x1=5
(5)-item programme (sponsorship; Category D boundaries;

showing timings, speakers | Q&A rules).

and compliant 12:05-12:25 Independent

venue/catering. GP/Immunology KOL: “Nutrients and

normal immune function—what evidence
supports and what cannot be claimed
(Category D).”

12:25-12:40 Regulatory/Medical Advisor:
product quality (GMP/COA, ingredient
specs), cautions/contra-indications per
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label, and appropriate consumer
counselling.

12:40-12:55 Interactive clinical scenarios
with live polling (e.g., athletes, older
adults, dietary gaps)—ethical ‘adjunct to
healthy lifestyle’ positioning.

12:55-13:30 Moderated Q&A + CPD QR-
code + digital ordering/shelf-listing pledge
link (no promotional gifts; no
entertainment).

¢) Resources and roles:
Name three (3) internal
and three (3) external
resources.

Internal: (i) HPMA event lead (planning,
invites, logistics, documentation); (ii)
Medical/Regulatory Advisor (claims &
materials approval; safety messaging); (iii)
Compliance Officer (pre-clear invites, VT
logging, hospitality control).

External: (iv) Independent GP/KOL
speaker; (v) Accredited CPD
provider/platform administrator; (vi)
Webinar/AV provider (polling, attendance
analytics, recording controls).

6x05=3

d) Compliance safeguards:

Describe five (5) actions
that keep the event within
SAHPRA/MCA Marketing-
Code rules.

1) Pre-clear invite, slides and handouts
with Regulatory/Compliance; Category D
phrasing only; remove any disease
prevention/treatment language.

2) Transparent disclosure: sponsor
named on invite and opening slide;
declare speaker fees and conflicts of
interest.

3) Hospitality: modest, secondary to
education; within MCA cap; no alcohol;
itemised per-person records.

4) No inducements: no branded
gifts/vouchers; only factual, unbranded
educational materials (PIL/COA summary)
and CPD certificate.

5) Governance: signed attendance
register + VT reporting uploaded within
required timelines; Q&A moderated to
prevent off-label/disease claims

e) Evaluation tools: List
three (3) tools: one (1)
traditional + two (2) digital.

Traditional: Attendance vs RSVP + 8-
week pharmacy re-order rate (SKU
velocity).

Digital 1: CPD quiz pass-rate and item
analysis (learning analytics).

Digital 2: Post-event email open/click-
through for resources + shelf-listing
pledge conversion tracking.
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20 marks

3.1.5 Scenario

You are a Health-Products Marketing Associate (HPMA) promoting StrepSure(TM) Rapid

Strep A Antigen Test (in vitro diagnostic (IVD) medical device; lateral-flow immunoassay).

Intended use (Instructions for Use - summary): Qualitative detection of Group A

Streptococcus (GAS) antigen from throat swabs in symptomatic patients; professional in-

vitro use only; read at 5-10 minutes. Negative results may require confirmatory culture as per

guidelines. The device is not validated for saliva, self-testing/home use, or for diagnosing

viral infections (e.g., influenza/COVID-19). Store at 2-30 C and follow the full IFU.

During a joint meeting with a general practitioner (GP) and clinic nurses, the GP makes three

requests:

e Off-label use advice: "Can we sell StrepSure(TM) for home self-testing, use saliva swabs
for toddlers, and also screen for viral sore throats (incl. COVID-19)?"

e Inducement via bulk "samples and perks": "Please leave 200 free kits for patients this
month and sponsor a staff year-end function if we use StrepSure(TM) as first-line."

¢ Inflated claim on slides: "Add '99.9% accurate vs culture in 5 minutes and clinically
proven to cut antibiotics by 80%"."

Answer the questions below clearly and professionally.

Marking Guide
Allocate marks as indicated. Credit any equivalent, correct, and code-compliant responses.

a) Identify and briefly describe three (3) ethical issues in this situation and state the main risk
for each.
(3)

Model answer (3)
Allocate 1 mark each for three distinct ethical issues with a brief description/risk (3 x 1).
e Off-label promotion / patient-safety risk: Requesting home self-testing, saliva sampling,

or viral screening exceeds the IFU and can lead to false results and inappropriate
management.

e Inducement/ improper value transfer (quid pro quo): Free bulk kits and sponsoring a
staff event in exchange for first-line use undermines clinical independence and breaches
Marketing Code/SAMED principles.

e Misleading / overstated claims: '99.9% accurate' and 'cuts antibiotics by 80%' are not
substantiated for this setting and can mislead HCPs; claims must be truthful, balanced,
and supported by evidence aligned to IFU.

b) You must respond immediately in the meeting. Write FIVE key compliant sentences
(one per line) that you would say to the GP to (i) address the off-label request, (ii)
address the inducement request, (iii) correct the inflated claim, (iv) offer a compliant
alternative/support, and (v) agree next steps.

Allocate 1 mark for each compliant sentence/statement that addresses the required element

(5 x 1). Example script:

1. "Doctor, StrepSure(TM) is validated for professional throat-swab testing for GAS only; |
cannot recommend home self-testing, saliva samples, or use for viral diagnosis because
that is outside the IFU."
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2. "To protect patients and your practice, we need to follow correct sampling and the 5-10
minute read window; where clinically indicated, negative results may still need
confirmatory culture."

3. "l am not able to leave bulk free kits or sponsor events in exchange for first-line use; our
industry codes require that any support is never linked to clinical decision-making."

4. "The slide wording must be accurate and evidence-based; we will remove the 99.9% and
80% claims and replace them with IFU-aligned statements with references, after
medical/legal/regulatory approval."

5. "If helpful, | can arrange a brief, compliant in-service for your team and submit clinical
questions to Medical Information; | will follow up with approved materials and document
today's discussion."

(5)

c) Describe TWO (2) ways you will apply emotional-quotient (EQ) skills to keep a positive
professional relationship with the GP.
Allocate 1 mark each for two appropriate EQ approaches (2 x 1).
e Empathy and acknowledgement: Recognise the GP's workload/pressure and

acknowledge the intention (e.g., faster triage, stewardship) without agreeing to non-
compliant actions.

e LAER/ calm, solution-focused communication: Listen, Acknowledge, Explore
compliant options (training, SOPs, Ml response), and Respond with an agreed plan
while maintaining respect.

(2)

Total: 10 marks
Question 3 Sub-Total: 80 Marks

Grand Total: 160 Marks
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