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6. RESULTS

Using the above mentioned methodology, each specific objective was addressed. With the
data collected we then addressed the defined research questions.

6.1 ARV costs, price composition and affordability

6.1.1. How are ARV prices composed in the Netherlands Antilles?

The final price paid for a medicine by health services, a health insurer or the patient, reflects
the manufacturer’s selling price (MSP), plus all intervening price additions. As described in
the workbook ‘Measuring medicine prices, availability, affordability and price components’
published by WHO / HAI (2008), these add-ons to the producer’s price are known as ‘price
components’ and represent the cost of importation, distribution and dispensing. They con-
sist of local costs that may differ substantially from one country to another, and also between
medicines (21).

Price components typically include:

= Insurance and freight; the price paid to the manufacturer or wholesaler from whom
the product is imported. It includes the costs of insuring and shipping the product to
the destination country.

= Import tax or duty; import tax or duty can be quite substantial. If there is an import
tax, it may apply to some or all imported medicines.

= Port and inspection charges; to cover such costs as clearance, handling, storage in
port and inspection.

= Distribution margin/wholesale mark-up; a mark-up is a certain percentage added to
the procurement price to cover the costs and profit of the wholesaler. It is common
to find that a ceiling applies and the government allows a maximum percentage to
the wholesale mark-up. However, it may also be that pricing is unrestricted, allowing
wholesalers to charge what they wish.

= Retail mark-up; the retail mark-up is the percentage that retailers (pharmacies) add
to cover their costs, including profit. It is common to find that a ceiling applies and
the government sets a maximum percentage mark-up. The government may also
set a maximum sales price and leave it to the retailer to agree on their respective
mark-ups. Some countries may have different maximum percent mark-ups for dif-
ferent price bands: this is called ‘regressive mark-up’ and means that a more expen-
sive medicine will have a lower percent mark-up.

= Value Added Tax (VAT)/Goods and Services Tax (GST); The size of a Value Added Tax
on goods varies considerably from country to country, ranging from 2% up to 25%
in some European countries. In many countries, however, medicines are exempted
from VAT. VAT is normally charged at all levels. Retailers pay cost plus VAT and
add VAT to their selling price. In some countries, a Goods and Services Tax (GST) or
other sales tax is charged on medicines.

= Dispensing fees; Pharmacies may be allowed to charge a dispensing fee; this is nor-
mally a fixed fee per prescribed item instead of, or in addition to, a percentage
mark-up. The fee more accurately reflects the work involved in handling a prescrip-
tion.
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The table below shows the price components applied for ARV drugs in the Netherlands Antil-
les. Sources of information are the Department of Economic Affairs (Curacao) (22), the In-
spectorate of Health (23) and several stakeholders including pharmacists and wholesalers®.

Table 6.1. Price components for ARV drugs in the Netherlands Antilles

CURACAO
Amount of Cummulative Cummulative
Amount of charges
charges mark-up (max.) mark-up (max.)
CIF PRICE 100% 100%
0, 0, [)
Port and inspection 2% 102% N/A 100%
charges
Import tax 5,5% 107,6% N/A 100%
VAT/GST 5% 113,0% 5% 105%
Wholesaler mark-up 37% 154,8% *34% 140,7%
Retail mark-up 40-50% 232,2% **30- 50% 211%
Dispensing fee N/A **7-10 ANG 140,7%
(plus 7-10 ANG)
* not regulated
* for patients with BZV (30-35-40%) or private insurance (50%) only
e for patient with SVB insurance

Price components, are defined through legislation; Import duty, VAT and dispensing fee are
established at central level (ERNA Article 2 paragraph A) (6), while wholesaler and retail mark-
up are established at island level.

A recent amendment of the law (Official Journal 2008, number 29, Article 7, paragraph 18)
has exempted all drugs, available on prescription only, from VAT. This amendment was in-
troduced retroactively from 2000. The exemption of VAT is not implemented earlier-on in the
drug supply chain; wholesalers still need to pay 5% VAT.

Curacgao

Through a letter from the island council of Curagao (1991), directed to the board of a phar-
maceutical wholesaler’s collective, the agreement on a maximum mark-up of 37% was con-
firmed. However, there is no concrete legislation that reflects this agreement. Wholesaler
mark-up is therefore considered a ‘gentleman’s agreement’.

9 Information on price components, available through different sources, including written documents,
present conflicting data on charges applied.
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Both Curacao and St Maarten have a ‘regressive retail mark-up’ for patients with BZV insu-
rance, which means that a drug with a higher procurement price will have a lower retail mark-
up, and vice versa. For patients with private insurance the maximum retail mark-up is 50%.
Since 2006 SVB has introduced a dispensing fee; a fixed fee of 7 guilders per prescribed
item in place of a percentage mark-up. The insurance fund for retired government employees
(FZOG) recently followed with a fixed fee of 10 guilders. BZV is also expected to introduce a
dispensing fee of 9 guilders soon. A dispensing fee does not apply for the SEHOS pharmacy.
It is reported that the hospital pharmacy may still impose a mark-up of 50% on ARV drugs
with unit prices below 20 ANG. For ARV drugs with unit prices higher than 20 ANG this mark-
up is 40%.

Research done by the Department of Economic Affairs (DEZ) in Curagao between 2000 — 2001
has shown that the wholesaler mark-up is not always applied to the maximum. On average
wholesalers impose a mark-up of 34%. The same is true for retailers. Earlier research done
by DEZ (1997) showed that the average retail mark-up was approximately 39%.There are
examples of restrictions on wholesaler and retail mark-ups, implemented for contraceptive
and anti-diabetic drugs: For contraceptive drugs the maximum mark-ups are 20 and 30%
respectively. For anti-diabetic drugs these are 10 and 25%. These maximum mark-ups have
been established since contraceptive and anti-diabetic drugs are considered a primary need
(22).

St Maarten

St Maarten is considerably different to Curagao; the island of St Maarten is duty free, implying
that there are no customs and no import taxes. VAT (called GST in St Maarten), is only applied
early in the supply chain. Furthermore, the wholesaler pricing is free, which means that the
government does not impose any restriction on the wholesaler mark-ups; though, according
to the Netherlands Antilles’ Inspectorate of Public Health (personal communication, 2008),
mark-ups in practice do not differ significantly from the mark-ups applied in Curagao.

6.1.2. What are the current costs of ARV drugs in the Netherlands Antilles?

Procurement prices

The pharmacy of the St Elisabeth hospital, connected to the SMMC, and providing for the
patient population under supervision of the treating GP provided the requested procurement
price data.

The data collected and reported in table 6.2. below are ARV procurement prices (i.e. not the
price charged to the patient) in 2007. Unit prices (price per capsule, tablet or millilitre) were
calculated by dividing the price per pack, ampoule or bottle by the number of capsules or
tablets in a pack (pack size), or by the number of millilitres in an ampoule or bottle. For St
Maarten, there was no notable price difference between the two pharmacies. Therefore, pri-
ces from both these pharmacies are reported as one.
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Table 6.2. ARV procurement prices (price per unit) in the Netherlands Antilles, 2007°

- Dosage | Target CURAGAO | ST MAARTEN

Medicine Name Medicine [ — Pack | Manu- Unit Price Unit Price
Strength (Unit) Size facturer (Local Cur- | (Local Cur-
rency) rency)

Abacavir 300 mg tab 60 GSK 14,94 10,89
Abacavir 20 mg/ml ml 240 GSK 1,25
Didanosine 400 mg cap 30 BMS 17,63 12,40
Emtricitabine 200 mg cap 30 Gilead 22,73
Lamivudine 150 mg tab 60 GSK 5,95 5,63
Lamivudine 10 mg/mi ml 240 GSK 0,75 0,53
Stavudine 40 mg cap 60 BMS 5,64 6,18
Tenofovir 300 mg tab 30 Gilead 1,72 43,93
Zidovudine 100 mg cap 100 Cipla 1,60
Zidovudine 10 mg/ml ml 200 GSK 0,46 0,36
Zidovudine iv. 10 mg/mi ml 20 GSK 2,17
Zidovudine 300 mg tab 60 GSK 3,59 5,07
Efavirenz 600 mg tab 30 MSD 29,03 4,38
Efavirenz 200 mg cap 90 MSD 9,86
Nevirapine 200 mg tab 60 BI 9,50 2,50
Nevirapine 10 mg/ml ml 240 Bl 0,69
Atazanavir 150 mg cap 60 BMS 13,02
Indinavir 400 mg cap 180 MSD 1,24 2,5
Lopinavir/ritonavir 133/33 mg cap 180 Abott 4,44
Lopinavir/ritonavir 200/50 mg tab 120 Abott 7
Lopinavir/ritonavir 80/20 mg/ml ml 160 Abott 9,69
Ritonavir 100 mg cap 84 Abott 3,61 4,04
Nelfinavir 250 mg tab 270 Roche 5,21
Saquinavir 500 mg tab 120 Roche 4,75 4,28
FTC+TDF 200/300 mg tab 30| Gilead 2,66 66,53
ZDV+3TC 300/150 mg tab 60 GSK 8,49 6,98
ABC+3TC+ZDV (r3nOgO/1 50/300 tab 60 GSK 39,33

10 Unit prices provided by the hospital pharmacy in Curagao were summarized in 3 different tables. There
were remarkable discrepancies between the tables for several unit prices. Requests for verification of
these specific data did not result in a response. Where discrepancies were mild a random choice was
made on which unit price to include in data analysis. For bigger discrepancies a choice was made for
the ‘most likely’ unit price.
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Using the WHO/HAI survey methodology (21) it is possible to compare the ARV drug prices
of the Curacao and St Maarten pharmacies. This comparison is based on the Median Price
Ratio (MPR)'" of the drugs that are available in all pharmacies included is this study.

Table 6.3. Difference Median Price Ratio Procurement Prices for Curagao and St Maarten

. . % Difference MPR
Median MPR Median MPR .
. . # of drugs found in Procurement
Procurement prices Procurement prices ] .
both locations prices Curagao - St
Curacao St Maarten
Maarten

12,25 15,92 15 30,0%

Table 6.3. above shows the overall difference in procurement prices (expressed as MPR) for
ARV drugs in Curagcao and St Maarten. As is shown in table 6.2. St Maarten generally has
slightly better unit prices than Curagcao. However, when comparing overall prices, St Maar-
ten’s prices are 30,0% higher. A factor contributing to this could be the distinct difference in
unit prices for Tenofovir and Truvada. Pharmacies in St Maarten pay 25 times more than the
hospital pharmacy in Curagao for the same product’? Marked lower prices in St Maarten, are
noted when comparing unit prices of Efavirenz 600 mg and Nevirapine 200 mg. Curagao is
paying respectively 6,6 and 3,8 times more than St Maarten for the same products.

Patient prices

Prices charged to the patient were calculated hypothetically for each of the pharmacies, by
adding legally applied price components. For the pharmacy in Curagao the maximum 50 %
retail mark-up was added for unit prices below 20 ANG, while for unit prices above 20 ANG
40% was added. No other charges are applied. For St Maarten, no retail mark-ups are ap-
plied (except for a minority of BZV or privately insured patient). Instead they apply a 7 guilder
dispensing fee per prescription line per month (10 guilders for retired government working in-
sured through FZOG). The table below summarizes the prices (per unit) charged to patients.

" The Median Price Ratio (MPR) ic calculated by dividing the local price by an international reference
price(converted to the local currency).

12 During this assessment, St Maarten was informed about considerably better prices for Tenofovir and
Truvada (Tenofovir + Emtricitabine) on other islands, including Aruba (see paragraph ). Aruba, as well as
Curacgao, were included in a Gilead’s Global Access Program late 2007. Halfway 2008, St Maarten man-
aged to negotiated similar price reductions as Curagao and Aruba. From September 2008, procurement
costs for Tenofovir and Truvada in St Maarten are respectively 1,66 and 2,58 ANG per unit (down from
43,93 and 66,53 ANG) (Landino, 2008).
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Table 6.4. Prices charged to patients (price per unit) in the Netherlands Antilles, 2007

. Dosage Target CURAC’.AO MAEIITEN
Medicine Name eI Form Pack unit Price Unit Price
S (Unit) Size Manu- Cl(JI;:)ecnacI:y) (Local
facturer Currency)
Abacavir 300 mg tab 60 GSK 22,41 11,01
Abacavir 20 mg/ml ml 240 GSK 1,28
Didanosine 400 mg cap 30 BMS 26,45 12,63
Emtricitabine 200 mg cap 30 Gilead 31,82
Lamivudine 150 mg tab 60 GSK 8,93 5,75
Lamivudine 10 mg/ml mi 240 GSK 1,12 0,56
Stavudine 40 mg cap 60 BMS 8,46 6,30
Tenofovir 300 mg tab 30 Gilead 2,58 44,16
Zidovudine 100 mg cap 100 Cipla 2,39
Zidovudine 10 mg/ml ml 200 GSK 0,70 0,40
Zidovudine iv. 10 mg/ml ml 20 GSK 3,26
Zidovudine 300 mg tab 60 GSK 5,39 5,19
Efavirenz 600 mg tab 30 MSD 40,64 4,61
Efavirenz 200 mg cap 90 MSD 14,79
Nevirapine 200 mg tab 60 Bl 14,25 2,97
Nevirapine 10 mg/ml ml 240 Bl 0,69
Atazanavir 150 mg cap 60 BMS 13,14
Indinavir 400 mg cap 180 MSD 1,86 2,54
Lopinavir/ritonavir | 133/33 mg cap 180 Abott 4,48
Lopinavir/ritonavir | 200/50 mg tab 120 Abott 10,50
Lopinavir/ritonavir | 80/20 mg/ml | ml 160 Abott 9,73
Ritonavir 100 mg cap 84 Abott 5,42 4,27
Nelfinavir 250 mg tab 270 Roche 5,23
Saquinavir 500 mg tab 120 Roche 7,13 5,21
FTC+TDF 200/300 mg tab 30 Gilead 3,99 66,76
ZDV+3TC 300/150 mg tab 60 GSK 12,74 7,10
ABC+3TC+ZDV iOgON 50/300 tab 60 GSK 55,06
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When comparing prices charged to patients in Curagao and St Maarten, a shift in percen-
tage difference is notable. Despite the fact that the pharmacy in Curagao was able to have
a better overall procurement price for ARV drugs, the overall patient price in St Maarten was
11,4% lower than in Curagao as is shown in the table below. This overall difference in patient
prices is due to the 40-50% retail mark-up applied in Curagao.

Table 6.5. Difference Median Price Ratio Patient Prices for Curagao and St Maarten

DGR AR (RS | (Ll LTRSS # of drugs in both | % Difference MPR Patient

prices prices : . !
Curagao St Maarten locations prices Curacao - St Maarten
18,37 16,28 15 -11,4%

6.1.3. How are these costs compared to regional and international reference prices?

As previously mentioned, the WHO/HAI survey methodology presents prices as median price
ratios (MPR). An MPR of 1 means the local price is equivalent to the reference price whereas
an MPR of 2 means the local price is twice the reference price. As described in the methodo-
logy section, the international reference prices used for this survey were either taken from the
2007 MSH International Drug Price Indicator Guide or were collected through contact with
local representatives (Aruba).

Price comparison to overall international reference prices

The MSH International Drug Price Indicator Guide provides a spectrum of drug prices from
pharmaceutical suppliers, international development organizations, and government agen-
cies. These ‘supplier prices’ are prices of bulk generic medicines sold by not-for-profit sup-
pliers. Therefore, prices are relatively close to the price of production. From this spectrum
of drug prices a median price per drug is calculated, which can be used a an international
reference price. An estimated 15% is added to this reference price to account for insurance
and transportation charges (24).

Table 6.6. below shows the median prices ratio for the 15 ARV drugs available in both Cura-
c¢ao and St Maarten. The median price ratio is 16,85 which means that the overall price for
ARV drugs in the Netherlands Antilles is nearly 17 times the international reference price. The
interquartile range indicates high unit prices in comparison to international reference prices,
with 75% of the prices being more than 6.82 times the reference prices, and 25% of the
prices even more than 21 times.

Table 6.6. Overall comparison to international reference prices

Number of drugs included 15
Median MPR 16,85
25 %ile MPR 6,82
75 %ile MPR 21,00
Minimum MPR 1,74
Maximum MPR 51,90
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As is shown in table 6.7. below, not all drugs are so high priced when comparing to the
international reference price. In Curagao, Tenofovir and Truvada are relatively lower priced,
being priced respectively only 1,6 and 1,5 more expensive than the international reference
price. In St Maarten, Lopinavir/Ritonavir capsules 133/33 mg are even better priced than the

international reference price'®. On the contrary, Lamivudine 150 mg and Nevirapine 200 mg
(in Curacao) are respectively about 53 times and 71 times more expensive than the interna-
tional reference price.

Table 6.7. Unit Price comparison to international reference prices

. Dosage | Target MP.R NA MP.R C.UR MP.R SXM
Medicine Name Medicine Form Pack Unit Price Unit Price Unit Price
Strength (Unit) Size 2007 (Local | 2007 (Local | 2007 (Local
Currency)* | Currency)* | Currency)*
Abacavir 300 mg tab 60 10,59 12,25 8,93
Abacavir 20 mg/mi ml 240 8,19
Didanosine 400 mg cap 30 10,44 12,26 8,62
Emtricitabine™ 200 mg cap 30
Lamivudine 150 mg tab 60 51,90 53,33 50,46
Lamivudine 10 mg/ml ml 240 21,28 24,93 17,63
Stavudine 40 mg cap 60 38,13 36,39 39,87
Tenofovir 300 mg tab 30 20,72 1,56 39,87
Zidovudine 100 mg cap 100 11,7
Zidovudine 10 mg/mi ml 200 1,74 1,96 1,52
Zidovudine iv. 10 mg/mi ml 20 7,85
Zidovudine 300 mg tab 60 13,60 11,27 15,92
Efavirenz 600 mg tab 30 16,85 29,28 4,42
Efavirenz 200 mg cap 90 23,17
Nevirapine 200 mg tab 60 44,84 71,00 18,68
Nevirapine 10 mg/ml ml 240 25,78
Atazanavir* 150 mg cap 60
Indinavir 400 mg cap 180 3,21 2,13 4,29
Lopinavir/ritonavir | 133/33 mg cap 180 0,43
Lopinavir/ritonavir | 200/50 mg tab 120 9,73
Lopinavir/ritonavir | 80/20 mg/ml | ml 160 1,21
Ritonavir 100 mg cap 84 2,32 2,19 2,45
Nelfinavir 250 mg tab 270 8,48
Saquinavir 500 mg tab 120 3,16 3,32 599
FTC+TDF 200/300 mg tab 30 18,83 1,45 36,21
ZDV+3TC 300/150 mg tab 60 20,50 22,50 18,50
* NA= Netherlands Antilles; CUR= Curagao; SXM= St Maarten

*k

No international reference prices available

13 For Lopinavar/Ritonavir 133/33 mg the unit price of only one supplier is available in the MSH Drug
Price Indicator Guide. This might make this comparison less representative.
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The pharmacy in Curagao is the only one to has introduced generic ARV drugs, Zidovudine,
which is already off-patent. Unfortunately, even this generic equivalent is still being procured
at 11,7 times the international reference price.

Significant price reductions given by MSD for Efavirenz and Indinavir in 2004, are only partly
visible in the mean price ratio table. Indinavir is 3,2 times more expensive than the internati-
onal reference price, which is rather acceptable. The same can be noticed for Efavirenz sup-
plied to St Maarten. However, Efavirenz supplied to Curacgao is 30 times more expensive than
the international reference prices. Price reductions are unlikely to have been applied'

Price comparison to Barbados drug prices

Barbados reference prices were available through the MSH International Drug Price Indicator
Guide. The Guide did not provide reference prices for the whole basket of drugs available
in the Netherlands Antilles. Costs for freight and insurance are included in these reference
prices.'®

Table 6.8. below shows the median prices ratio for the 12 ARV drugs available both in the
Netherlands Antilles and in Barbados. The median price ratio is 5,08 meaning that the overall
price for ARV drugs in the Netherlands Antilles is about 5 times more than the prices available
in Barbados. The interquartile range indicates high unit prices in comparison to those in Bar-
bados, with 25% of the prices being procured at more than 11.74 times the Barbados prices.
25% of the unit prices in the Netherlands Antilles are less than twice the Barbados prices.

Table 6.8. Overall comparison to Barbados drug prices

Number of drugs included 12
Median MPR 5,08
25 %ile MPR 1,94
75 %ile MPR 11,74
Minimum MPR 0,95
Maximum MPR 221,11

4 Curagao was asked for comments on the high, seemingly not reduced prices for Efavirenz. Unfortu-
nately we have received no response.

15 Barbados reference prices are provided to the International Drug Price indicator Guide through the
Barbados Drug Service.
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As is shown in table 6.9. below, the price differences between Barbados and the Netherlands
Antilles range from equivalent pricing for Saquinavir 500 mg in Curacgao, to a unit price that is
up to 35 times higher in Curagao than in Barbados for Nevirapine 200 mg.

Table 6.9. Unit Price comparison to international reference prices

MPR NA

. Dosage | Target | Unit Price MP.R C.UR MP.R S?(M

Medicine Name MR Form Pack 2007 (Lo- IS ISl
Strength (Unit) Size cal Cur- 2007 (Local | 2007 (Local
rency) Currency) Currency)

Abacavir 300 mg tab 60 4,65 5,38 3,92
Abacavir 20 mg/ml ml 240 3,88
Didanosine 400 mg cap 30 2,01 2,36 1,66
Emtricitabine™ 200 mg cap 30
Lamivudine 150 mg tab 60 15,63 16,06 15,19
Lamivudine 10 mg/ml ml 240 7,38 8,65 6,12
Stavudine 40 mg cap 60 27,98 26,70 29,26
Tenofovir* 300 mg tab 30
Zidovudine** 100 mg cap 100
Zidovudine 10 mg/ml ml 200 2,67 3,00 2,33
Zidovudine iv.** 10 mg/ml ml 20
Zidovudine 300 mg tab 60 5,62 4,58 6,46
Efavirenz** 600 mg tab 30
Efavirenz 200 mg cap 90 4,16
Nevirapine 200 mg tab 60 22,11 35,01 92,13
Nevirapine 10 mg/ml ml 240 4,02
Atazanavir 150 mg cap 60 1,52
Indinavir 400 mg cap 180 1,73 1,15 2,31
Lopinavir/ritonavir 133/33 mg cap 180 1,40
Lopinavir/ritonavir™ | 200/50 mg tab 120
Lopinavir/ritonavir 80/20 mg/ml | ml 160 3,80
Ritonavir 100 mg cap 84 1,47 1,39 1,56
Nelfinavir 250 mg tab 270 2,47
Saquinavir 500 mg tab 120 0.95 1,00 0.90
FTC+TDF* 200/300 mg | tab 30
ZDV+3TC 300/150 mg | tab 60 10,44 11,46 9,42

* NA= Netherlands Antilles; CUR= Curagao; SXM= St Maarten
** No reference price available
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Price comparison to Aruba drug prices

Reference prices from Aruba were provided by the hospital pharmacy. Costs for freight and
insurance are included in these reference prices. Only innovator brand drugs are available
in Aruba’®.

Table 6.10. below shows the median price ratio for the 11 ARV drugs available both in the
Netherlands Antilles and in Aruba. The interquartile range indicates that 25% of the drugs
are procured at more than 1,27 times the Aruba reference price. However, another 25% of
these drugs are more than 20% cheaper than those in Aruba. Overall, the median price ratio
is 0,95 which means that the overall prices for ARV drugs in the Netherlands Antilles is about
equivalent to the ARV drug prices in Aruba.

Table 6.10. Overall comparison to Aruba drug prices

Number of drugs included 11
Median MPR 0,95
25 %ile MPR 0,80
75 %ile MPR 1,27
Minimum MPR 0,64
Maximum MPR 3,79

At the time of this study Aruba was just included in Gilead’s Global Access Program. Starting
from January 2008 procurement costs for Tenofovir and Truvada were respectively 1,62 and
2,45 Aruban Florin'” per unit (van Drie, 2008).

As is shown in table 6.11 below the most remarkable comparison between ARV prices in
Aruba and the Netherlands Antilles is again the high price paid by the pharmacy of Curagao
for Efavirenz. The price per unit for this drug is 6,6 times higher in Curagao than it is in Aruba.
Another remarkable price difference is the price St Maarten paid for Lopinavir/Ritonavir solu-
tion. St Maarten paid more than 3,3 times more than Aruba per ml solution.

In 2008, both Aruba and St Maarten changed from using Lopinavir/ritonavir capsules 133/33
mg to using the cheaper tablet 200/50 mg. Aruba buys it at 6,83 Afl per tablet, and St Maar-
ten at 6,66 ANG per tablet, both slightly better priced than in Curagao, though still more than
9 times the international reference prices.

Price comparison to drug prices in the Netherlands

Reference prices from the Netherlands were available online'® Costs for freight and insu-
rance are not included in these reference prices.

Table 6.12. below shows the median prices ratio for the 15 ARV drugs available both in the
Netherlands Antilles and in the Netherlands. The median price ratio is 0,79 which means that
the overall price for ARV drugs in the Netherlands Antilles is about 20% lower when com-
pared to ARV drug prices in the Netherlands. The interquartile range indicates that 25% of
the products available in the Netherlands Antilles are procured at prices 30% lower than the
Dutch reference prices .

16 Only innovator brands are available in Aruba, despite the fact that there are no patents on ARV drugs
that are valid in Aruba (in contrast to the Netherlands Antilles).

7 An Aruban Florin (Afl) is equivalent to the Netherlands Antilles Guilder (ANG)
8 The pharmaceutical Compass
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Table 6.11. Unit Price comparison to international reference prices

. Dosage | Target M'.DR NA MP.R C.UR MP.R SXM
Medicine Name Medicine Form Pack Unit Price Unit Price Unit Price
Strength (Unit) Size 2007 (Local 2007 (Local | 2007 (Local
Currency) Currency) Currency)
Abacavir 300 mg tab 60 0,94 1,09 0,79
Abacavir™ 20 mg/ml mi 240
Didanosine 400 mg cap 30 0,95 1,12 0,78
Emtricitabine 200 mg cap 30 1,23
Lamivudine 150 mg tab 60 0,65 0,67 0,63
Lamivudine 10 mg/ml ml 240 1,02 1,20 0,85
Stavudine 40 mg cap 60 0,75 0,71 0,78
Tenofovir 300 mg tab 30 0,64 0,05 1,23
Zidovudine** 100 mg cap 100
Zidovudine 10 mg/ml ml 200 1,00 1,13 0,87
Zidovudine iv 10 mg/ml ml 20 0,96
Zidovudine** 300 mg tab 60
Efavirenz 600 mg tab 30 3,79 6,59 0,99
Efavirenz** 200 mg cap 90
Nevirapine™ 200 mg tab 60
Nevirapine** 10 mg/ml ml 240
Atazanavir 150 mg cap 60 0,60
Indinavir 400 mg cap 180 1,74 1,15 2,33
Lopinavir/r 133/33mg | cap 180 0,90
Lopinavir/r* 200/50 mg | tab 120
Lopinavir/r 23/ 20mg/ | 160 3,26
Ritonavir* 100 mg cap 84
Nelfinavir 250 mg tab 270 1,44
Saquinavir 500 mg tab 120
FTC+TDF 200/300 mg | tab 30 1,53 0,12 2,94
ZDV+3TC 300/150 mg | tab 60 0,84 0,93 0,76
* NA= Netherlands Antilles; CUR= Curacao; SXM= St Maarten
** No reference price available
Table 6.12. Overall comparison to Dutch drug prices
Number of drugs included 15
Median MPR 0,79
25 %ile MPR 0,69
75 %ile MPR 1,09
Minimum MPR 0,46
Maximum MPR 1,41
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Table 6.13. Unit Price comparison to prices in the Netherlands

- Dosage | Target M'.DR ’\.IA MP.R C.UR MP.R S).(M
Medicine Name Medicine Form Pack Unit Price | Unit Price Unit Price
Strength (Unit) Size 2007 (Local | 2007 (Local | 2007 (Local
Currency) | Currency) Currency)
Abacavir 300 mg tab 60 1,09 1,26 0,92
Abacavir™ 20 mg/ml mi 240 149
Didanosine 400 mg cap 30 1,12 1,31 0,92
Emtricitabine 200 mg cap 30 1,45
Lamivudine 150 mg tab 60 0,75 0,77 0,72
Lamivudine 10 mg/ml ml 240 1,15 1,35 0,96
Stavudine 40 mg cap 60 0,87 0,83 0,91
Tenofovir 300 mg tab 30 0,79 0,06 1,52
Zidovudine** 100 mg cap 100
Zidovudine 10 mg/mi ml 200 1,10 1,24 0,96
Zidovudine iv. 10 mg/ml ml 20 1,17
Zidovudine™* 300 mg tab 60 0,47 0,39 0,55
Efavirenz 600 mg tab 30 0,76 1,32 0,20
Efavirenz** 200 mg cap 90 1,35
Nevirapine™ 200 mg tab 60 0,63 1,00 0,26
Nevirapine™ 10 mg/ml ml 240 1,10
Atazanavir 150 mg cap 60 0,71
Indinavir 400 mg cap 180 0,51 0,34 0,68
Lopinavir/ritonavir | 133/33 mg cap 180 0,73
Lopinavir/ritonavir | 200/50 mg tab 120 0,74
Lopinavir/ritonavir | 80/20 mg/ml | mi 160 2,65
Ritonavir** 100 mg cap 84 1,41 1,33 1,49
Nelfinavir 250 mg tab 270 1,72
Saquinavir* 500 mg tab 120 0,85 0,90 0,81
FTC+TDF 200/300 mg | tab 30 0,79 0,06 1,51
ZDV+3TC 300/150 mg | tab 60 0,46 0,51 0,42

*

%

NA= Netherlands Antilles; CUR= Curagao; SXM= St Maarten

No reference price available

For several drugs, the Netherlands Antilles is paying more than the Netherlands. These in-
clude Lamivudine, which is commonly used in first line treatment.

6.1.4. How affordable are ARV drugs in the Netherlands Antilles?
To assess treatment affordability, the average price paid for a one-month supply of highly
active antiretroviral treatment (HAART) is compared with the number of days wages needed
to pay for this treatment by the lowest paid unskilled government worker. Treatment costs
that exceed 1 day’s wages is considered unaffordable (25).
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In 2007 the minimum gross monthly wage for an unskilled government worker in the Nether-
lands Antilles was 1236 ANG (= 690,50 US$). After deduction of all compulsory charges and
taxes the net monthly wage was 1106,81 ANG (= 618,33 US$) , which is a daily wage of 39,53
ANG (= 22, 08 US$)(26).

Graph 6.1. Percentage on HAART by specific treatment regime over time1?
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As is shown in graph 2.1. above, the most frequently used initial ARV regimen in Curagao
is Lopinavir/Ritonavir (Lop/r) + Zidovudine (ZDV) + Lamivudine (3TC), used in 45% of these
cases. Zidovudine and Lamivudine were frequently used as the backbone, either as separate
drugs or as Combivir (ZDV + 3TC) (16, 20).

Procurement costs alone for one day treatment with Lopinavir/ritonavir + Zidovudine + Lami-
vudine or Lopinavir/Ritonavir + Combivir are 49,5 and 45 ANG per day respectively, which is
already considered unaffordable. Adding the maximum 50% retail mark-up, daily treatment
costs reach 74,2 and 67,5 ANG, which is 1,9 and 1,7 times the day’s wages for the lowest
paid unskilled government worker; it would take 56,3 and 51,2 days work respectively, to be
able to pay for one-month treatment.

For both pharmacies in St Maarten the most common initial regimes were Lopinavir/Rito-
navir + Combivir (40,6 ANG/day) and Efavirenz (EFV) + Lamivudine + Tenofovir (TDF) (van
Osch/Landino, 2008). A dispensing fee, respectively adds 0,47 ANG and 0,70 ANG on the
daily costs. Treatment with Lopinavir/Ritonavir and Combivir would just be affordable for the
lowest paid government worker. However, treatment with Efavirenz + Lamivudine + Tenofo-
vir, even without a retail mark-up, would be considered unaffordable by these criteria (table
6.14.)

8 AZT = ZDV = Zidovudine
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Table 6.14. Affordability of treatment of first choice in Curagao and St Maarten

Curacgao
Medicine Dail unit ﬁ;illﬂaz::: Treatment Treatment
Name Strength Unit dosg prices (in Iogal CUR Lop/ CUR Lop/

(in local r+ZDV+3TC | r+Combivir

currency)

currency)
Lamivu- | 450 g tab |2 8,93 5,63 17,86 11,26
dine
Tenofovir 300 mg tab 1 2,58 43,93 43,93
Zidovudine| 100 mg cap |6 2,39 14,34
Zidovudine | 300 mg tab |2 5,39 5,07
Efavirenz | 600 mg tab |1 4,38 4,38
Efavirenz | 200 mg cap |3 14,79
Lopinavir/r | 133/33mg |cap |6 4,44 26,64
Lopinavir/r | 200/50 mg | tab | 4 10,5 42 42
FTC+TDF | 200/300 mg | tab | 1 3,99 66,53
ZDV+3TC | 300/150mg | tab |2 12,74 6,98 25,48 13,96
Dispensing fee (only for St Maarten) 0 0 14 21
TOTAL COSTS ONE DAY TREAMENT 74,2 67,5 411 60,3
TOTAL COSTS ONE-MONTH TREAMENT 2226,0 2024,4 1232,0 1808,1
NUMBER OF DAYS WAGES FOR ONE DAY TREATMENT 1,9 1,7 1,0 1,5
NUMBER OF DAYS WAGES FOR ONE MONTH TREATMENT 56,3 51,2 31,2 45,7

CUR= Curagao; SXM= St Maarten

With the recent price reduction of Tenofovir and Truvada (FTC + TDF). The treatment regimen
Efavirenz + Lamivudine + Tenofovir or Efavirenz + Truvada has become much more afforda-
ble. In St Maarten, the cost of one day treatment with Efavirenz + Lamivudine + Tenofovir or
Efavirenz + Truvada will respectively drop to only 18 and 7,4 ANG (including dispensing fee),
which is considered as affordable. In Curagao, despite similar price reductions, these treat-
ments still cost 64,3 and 48,4 ANG per day. The lowest paid unskilled government worker still
has to work 49,2 days (for Efavirenz + Lamivudine + Tenofovir) and 36,7 days (for Efavirenz
+ Truvada) to be able to pay for this treatment. High retail mark-ups are thus causing these
treatment to be unaffordable.
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6.2 Underlying causes of high ARV prices

To explore underlying causes of the high ARV prices, 23 stakeholders in Curagao and St Maar-
ten were interviewed. These stakeholders were or still are directly or indirectly involved in the
ARV price issue, whether at governmental, policy making, insurance or field level.

Table 6.15.

POSITION AND NUMBER OF STAKEHOLDERS INTERVIEWED

Netherlands Antilles Ministry of Health 4
Inspectorate of Health 3
Insurance company 1
Island authorities 2

Curagao GGD 0
Treatment/care 2
Pharmacy 1
Insurance company 1
Island authorities 1

St Maarten GGD 5
Treatment/care 1
Pharmacy 2

TOTAL 23

Each stakeholder interviewed was asked about their thoughts on the underlying causes of
high ARV prices. Unfortunately, stakeholders from the GGD Curagao abstained from partici-
pation2C. To verify and further explore given answers, additional research was done. This ad-
ditional research included in-depth interviews with selected experts in the field, and a study
of relevant literature.

6.2.1. What are the underlying causes at local level?

All 23 stakeholders mentioned the fact that the Netherlands Antilles is perceived as a wealthy
country by pharmaceutical industries. GNI per capita is relatively high, and therefore the
Netherlands Antilles cannot apply for reduced ARV prices, unlike other countries in the region
with a lower GNI. In addition, stakeholders shared the idea that the Netherlands Antilles is a
small market for ARVs, which greatly limits negotiating power. Lack of competition amongst
wholesalers also allows for higher market prices.

A common thought was that through open-end financing??, the NA government has to date
been able to pay ARV drug costs. Some interviewed voiced concern that this would be per-
ceived by pharmaceutical companies as having adequate funds and thus not needing special
consideration for reduced drug prices.

All stakeholders shared the assumption that there are significant commercial profits in high
ARV prices. Wholesaler and retail mark-ups favour procurement of expensive drugs, as
there is no incentive for the procurement of low priced medication. Despite initiatives to limit
wholesaler and retail mark-ups, this never succeeded. All stakeholders were convinced that
conflicts of interests are involved. Stakeholders believed that there are important links be-

20 They reported to have other priorities.
21 Open-end financing is financing without set limitation to expenses; contrary to budget financing.
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tween wholesalers/ retailers and individuals with political power. Some stakeholders reported
that political campaigns are often sponsored by local wholesalers. Some reported that past
attempts to bypass local wholesalers have resulted in protest, threats and even repercus-
sions.

A few stakeholders described an inefficient procurement policy, where drugs are sometimes
bought in the Netherlands and sometimes through local wholesalers. Though sometimes
cheaper to procure through a wholesaler in the Netherlands, bills need to be paid directly.
Procurement through local wholesalers is allowed on credit. Bills are often left unpaid for sev-
eral months, increasing the financial risks for wholesalers, who are thus not willing to lower
mark-up prices. Another stakeholder argued that the Netherlands Antilles strives to keep up
with European (Dutch) care and treatment standards, using modern treatment regimes in HIV
care, while looking at the socioeconomic circumstances, this might be too ambitious.

Amongst the stakeholders, criticism comes from all levels. Many affirmed there is a lack of
political commitment to tackle the ARV price issue. Presently, there is no government priority
for HIV/AIDS, and there is no country HIV/AIDS policy. Thus, no responsibility is taken by the
central government. They have referred the issue to the separate islands. The islands con-
sider the ARV price issue a priority, but lack initiative and/or the capacity to make a change.
Some say that responsibilities and tasks are not clearly defined between the central and
island levels.

All stakeholders in St Maarten considered the present geopolitical situation (dependence on
a central government at 900 km distance), and their position within the Netherlands Antilles a
major drawback in developing their own strategy to tackle the issue. They have limited trust
that the central government will come up with effective measures to reduce ARV prices in a
reasonable amount of time.

6.2.2. What are the underlying causes at kingdom/ international level?

The international patent agreements are discussed by a few stakeholders (especially those
from St Maarten) as an important obstacle to accessing the cheaper generic equivalents of
ARV drugs. Others thought that even without international patent agreements laws some will
be hesitant to introduce generic ARV treatment out of fear for lower quality products. Most
stakeholders assumed that patent laws in the Netherlands Antilles are identical to those in
the Netherlands.

Some stakeholders stated that being part of the Kingdom of the Netherlands is a reason for
high ARV prices. The international community and pharmaceutical industries do not consi-
der the Netherlands Antilles as a separate entity, despite the fact that public health is not a
kingdom affair, but the (financial) responsibility of the Netherlands Antilles itself. Due to their
particular constitutional status, they are often excluded from special agreements, in which in-
dependent Caribbean states are included, as well as from donor funding for implementation
of adequate HIV/AIDS programs.

Related to the above is the fact, as mentioned by stakeholders in St Maarten, that the Ne-
therlands Antilles only has observer status within the Caribbean Community (CARICOM). As
observant CARICOM member, it is not possible to profit from certain regionally negotiated
price reductions as do associate or full member states.
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Table 6.16.
UNDERLYING CAUSES FOR HIGH ARV PRICES AS MENTIONED BY STAKEHOLDERS

Lack of leadership
Lack of HIV/AIDS priority
Lack of will-power

Central level

Island level Lack of initiative and/or capacity

Local level Insufficient lobby/advocacy

Field level Inefficient procurement policy

Bills not paid in time

European care and treatment standards

Relatively high GNI per capita

Small market

Other factors | Gommercial profits

Market monopoly of wholesalers

High wholesaler/retail mark-ups

No incentives for procurement of cheaper drugs

Open end financing (bills are paid)

No price control system

Fear for low quality or counterfeit products

Conflicts of interest

Dependence of the central government in Curagao

International patent laws

Kingdom/international level Being part of the Kingdom of the Netherlands

Observant, and not associate CARICOM membership

Additional research
Not all discussion points can be verified and further explored through additional research.
What can be further explored are the following points:
1. The relatively high GNI is an absolute obstacle for procurement of affordable ARV
drugs
2. International patent laws are an obstruction to get access to affordable care
3. Associate CARICOM membership would provide access to regional price
reductions

Ad 1. Is the relatively high GNI indeed an absolute obstacle for procurement of affordable
ARV drugs?

A report of Médecins Sans Frontieres (MSF, 2007) aims to provide transparency and reliable
information about pricing of pharmaceutical products on the international market. It descri-
bes the differential pricing schemes of pharmaceutical industries, which are a considerable
source of confusion for purchasers. When originator companies apply discounted prices on
ARV drugs, each has different eligibility criteria. Most companies offer their most discounted
prices (‘first category prices’) only to a certain group of countries, usually to the least develo-
ped countries (LDCs) and countries in sub-Saharan Africa. Other companies do it differently:
Merck, Sharp & Dome (MSD) extends first category prices to countries ranked as ‘low’ and
‘medium’ on the Human Development Index (HDI) with HIV prevalence rates greater than 1%;
GlaxoSmithKline (GSK) offers differential prices for their products to all Global Fund grantees;
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Gilead has established its own list of eligible countries using mixed criteria, including some
middle-income countries. Certain manufacturers also offer second category prices for some
middle-income countries. These are almost twice as high as the first category prices (27).

The table below is derived from the MSF report and summarizes the conditions for reduced
prices, as quoted directly by the companies. Restrictions to the offer of reduced prices are
largely, but not only, based on GNI per capita. Often HDI, and sometimes HIV prevalence, are
taken into account. Some companies determine prices on a case-by-case basis. For the Ne-
therlands Antilles differential pricing is not obvious; it is not separately ranked on the United
Nations Development Program (UNDP) HDI list, as it is not a United Nations (UN) member
state (3). Also the Netherlands Antilles is neither present on the UN list of LDC, nor on the IMF
list for Developing Economies, while countries with a comparable socioeconomic situation
(e.g. Barbados) are on the latter (28). In addition, the World Bank classifies the Netherlands
Antilles as a high-income country (29). For these reasons, the Netherlands Antilles needs
to be highly creative to find arguments as to why they should also have access to reduced
prices. Past experiences with MSD (paragraph 6.3.1) and recent experience with Gilead (pa-
ragraph 6.1.2) show that this is not impossible.

Ad 2. Are International patent laws indeed an obstruction to get access to affordable care?
Information from the Bureau of Intellectual Properties (BIP) did not provide a complete picture
of implemented patent laws. Therefore, a patent attorney was involved to investigate the
local patent situation. Her report (2007) describes the Kingdom Act on patents (Rijksoctrooi-
wet, ROW) currently in force in the Netherlands Antilles. This Act applies to the entire king-
dom, with the exception that the so-called Supplementary Protection Certificates (granted to
a patentee in compensation for the time lost in obtaining marketing approval) do not apply for
the Netherlands Antilles (Article 113). Patent research showed that no Dutch national patents
are in force for the ARV drugs presently used in the Netherlands Antilles (see ANNEX I).

Before April 2007, European patents were not valid in the Netherlands Antilles. However, in
October 2006, a declaration from the Dutch government was sent to the European Patent
Office for extension of the European Patent Convention (EPC) to the Netherlands Antilles.
Article 168 paragraph 1 of the EPC defines that European patents granted for that Contrac-
ting State shall also have effect in the territory for which such a declaration has taken effect.
Article 168 paragraph 2 of the EPC, defines that the Convention is to be extended within 6
months after sending the declaration. From the day of extension, all European patents that
have been granted (and validated) for the Netherlands will also be valid in the Netherlands
Antilles.

The extension of the effect of European patents to the Netherlands Antilles came into effect
by amendment of ROW 1995 Article 49, that entered into force on the 1st of April 2007. Arti-
cle 49 (as amended) states that from the day of publication of their grant, European patents
will have the same effect as Dutch national patents. The words ‘in the Netherlands’ have
been deleted from this paragraph, with the purpose of extending their effect to the Nether-
lands Antilles as well. No transition period was included??,

In summary, no national Dutch patent rights exist for the ARV drugs used in the Netherlands
Antilles. With respect to European patents however, most of the ARV drugs have become
patented by European patents as of the 1st of April 2007. Generic ARV drugs that could be
legally imported prior to the 15t of April, now constitute an infringement (30, 31).

22 The extension of the effect of European patents does not apply for Aruba.
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Table 6.17.

DIFFERENTIAL PRICING; CONDITIONS OF OFFER BY COMPANY
COMPANY ELIGIBILITY

Category 1 countries: All African countries and all LDCs (as defined by UN)
outside of Africa

Abbott
Category 2 countries: All low income countries plus all lower middle-income

countries

Category 1 countries: Sub-Saharan Africa (except Southern African coun-
tries) plus countries classified as low-income by the World Bank (except
Korea, Kyrgyzstan, Moldova and Uzbekistan)

Bristol-Myers Squibb
(BMS) Category 2 countries: Southern African Countries

For all other developing countries, prices are negotiated on a case-by-case
basis

Category 1 countries: All LDCs, all low-income countries and all Africa

Boefringer- Ingelheim Category 2 countries: All middle income countries not covered under

category 1

98 countries including all African states and 44 additional countries classi-
fied as low-income by the World Bank

Gilead
For all other developing countries, prices are negotiated on a case-by-case
basis

LDCs plus Sub-Saharan Africa

All Country Coordination Mechanisms projects fully financed by the Global

F to Fight AIDS, TB Malari Il jects f PEPFAR
GlaxoSmithKline (GSK) und to Fig S, and Malaria, as well as projects funded by

For other low and middle-income countries, public sector prices are negoti-
ated on a case-by-case basis, either bilaterally or through GSK’s Accelerat-
ing Access Initiative

Category 1 countries: Low HDI countries plus medium HDI countries with
Merck, Sharp & Dome | adult HIV prevalence of 1% or greater

(MSD) Category 2 countries: Medium HDI countries with adult HIV prevalence less
than 1%
Category 1 countries: All countries in Sub-Saharan Africa and all countries
classified as LDC by the UN

Roche

Category 2 countries: Low-income countries and lower middle-income
countries, as classified by the World Bank

Source: MSF, Untangling the web of price reductions, 2007

Ad 3. Would associate CARICOM membership indeed provide access to regional price re-
ductions?

The PAHO congress paper ‘An Open Competition Model for Regional Price Negotiations
Yields Lowest ARV Prices in the Americas’ (2003) describes the achievements of price ne-
gotiations between 2000 and 2003 by participation in the Accelerated Access Initiative (AAl).
Initially only 5 countries in Latin America and the Caribbean (Barbados, Chile, Jamaica, Tri-
nidad & Tobago, Haiti) participated in the AAl, receiving significant price reductions. Next
was a sub-regional approach in which the CARICOM countries participated. They highlighted
similarities within the region regarding the status of the HIV epidemic and the response of the
countries, as well as the importance of population movement between countries. The Carib-
bean countries, coordinated by the Pan American Partnership Against HIV/AIDS (PANCAP),
developed a proposal for Accelerating Access to Care and Treatment in the Caribbean, that
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would form the basis for sub-regional negotiations. During the 14th AIDS Conference in Bar-
celona (July 2002) the Caribbean countries reached an agreement with the pharmaceutical
companies participating in the AAl, resulting in significant price reductions for ARV drugs in
the region: a reduction in the price of the first-line triple therapy regimen to the price offered
to Sub-Saharan Africa, approximately US$ 1,100 for a one-year treatment (32).

Despite successful negotiations, countries could still not access the ARV drugs at reduced
prices. This gained the attention of former United States President Clinton and, as a result,
the Clinton Foundation became a partner in PANCAP and a major player in helping member
countries provide better access to treatment (33).

The Netherlands Antilles, even though being a member of the Pan American Partnership
Against HIV/AIDS, was not included in the regional price negotiations and could thus not
benefit from the agreed price reductions; only CARICOM countries were included. One might
assume that to become an associate or full CARICOM member would lead to reduced ARV
prices in the Netherlands Antilles; however, according to the Edward Greene, Assistant Se-
cretary General of CARICOM, the specific constitutional status of the Netherlands Antilles,
being part of the Dutch kingdom, whether associate CARICOM member or not, will still be
a serious obstacle for the Netherlands Antilles to benefit from regional price arrangements.
Pharmaceutical companies, as well as donors, are likely to object to the Netherlands Antilles’
participation (personal communication, Greene 2008). The Netherlands Antilles has never
been able to participate in regional HIV/AIDS programs; bilateral and multilateral donors do
not allow their funds to be spent on the Netherlands Antilles, as it is (incorrectly) perceived
as dependent territory.

6.3 Policy options to improve access to affordable ARVs

6.3.1 What has so far been done and achieved with regards to the issue?

The 23 stakeholders interviewed, were asked what had yet been done and what had been
achieved with regards to the high ARV prices. In contrast to the previous question about
underlying causes for high ARV prices, stakeholder answers were more diverse, answering
more from their own experience. Through additional background research (including reports,
interviews with experts), efforts were made to verify and further explore the given answers.

Netherlands Antilles

Many stakeholders refer to a series of activities coordinated by the central government
between 2002 and 2005. After the Barcelona AIDS conference in 2002, at which ARV price
agreements were made between pharmaceutical industries and several Caribbean countries,
the Directorate of Health (through the appointed HIV coordinator) attempted to get access
to similar price reductions as negotiated by neighbouring states through the Pan Caribbean
Partnership Organization (PANCAP). However, the Netherlands Antilles, as other dependent
states, were not included in the agreement. The central government argued strongly that
the Netherlands Antilles has comparable public health problems as other Caribbean states,
stating that due to high regional mobility and migration, HIV/AIDS is not just a local, but a
regional problem. Negotiations with PANCAP ultimately ended without success, at the time
of retirement of the involved PANCAP staff member. Further attempts to reduce ARV prices
followed, including efforts to negotiate individual ARV price reductions with pharmaceutical
industries, were met with limited success; in 2004 Merck, Sharp & Dome (MSD) granted a
reduction of approximately 80% for the supply of Crixivan (Indinavir) and Stocrin (Efavirenz).
Negotiations with other pharmaceutical companies in 2004 (Gilead, Abbott) were discontinu-
ed due to lack of time and human resources. Options to get access to affordable ARV drugs
through the Clinton Foundation were explored. Lack of time, human resources, and the com-
plicated procedure were the main reasons that this exploration did not end in a commitment
with the Clinton Foundation. Finally, the procurement of generic ARV drugs was investigated.
The former Health Minister visited generic suppliers in several countries, including India, Co-
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lombia and Chile. Due to a change of political power this option was never further explored.

The Ministry of Health (MOH) initiated all the above mentioned activities, and tried to mobilize
stakeholders at island level. Due to lack of staff and other priorities the central government
had to reduce activities drastically. Since 2005 there have been no activities regarding the
ARV price issue. However, there has been ongoing discussion on the introduction of a price
mechanism to control drug prices in general. The government is in the last phase of decision-
making about the implementation of a reference pricing system (GVS), with some stakehol-
ders thinking that this would eventually have a positive effect on ARV drug prices.

Curagao

Initiated by the country HIV coordinator, stakeholder meetings were organized to discuss
the ARV price issue. Included were key stakeholders from Curagao, including the treating
physician, the hospital pharmacist, the hospital immunologist and health policy makers from
the GGD. The SVB and the Inspectorate of Public Health were also represented. In Septem-
ber 2005, a selection of these stakeholders wrote a letter to alarm the island council about
their concerns with regards to ARV prices. They insisted on the establishment of a powerful
working group for price negotiations with distributors. They further demanded strong political
commitment and support, and a fund to cover ARV expenses for the uninsured. The same
stakeholders stated that if the working group efforts were not proved to be successful, steps
would be taken to lift patent laws. To date there has been no change to the status quo. The
last stakeholder meeting took place at the end of 2005.

Curagao stakeholders place the ARV price issue as a priority. However, in the past few years
there have been no concrete activities and, in contrast to the strong lobby in 2005, there has
been very limited lobby and advocacy activity to address the issue.

St Maarten

Stakeholders interviewed from St Maarten have been active in efforts to obtain access to
affordable care. They continue to implement strong lobbying and have established active
relations with regional organizations including the PANCAP. In the past it was possible to
refer uninsured PLWHA to the French part of the island, where they would have access to
free treatment. Since the change of French government in 2007, these cross border referrals
were no longer allowed.

Presently, stakeholders in St Maarten are actively searching for creative solutions to the ARV
price issue. These include a search for loop-holes in the law that would enable the introducti-
on of generic ARV drugs. Furthermore St Maarten is actively exploring the possibilities to get
access to affordable care after separation from the Netherlands Antilles, including associate
CARICOM membership to be able to profit from regional price agreements.
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Table 6.18.

ACTIVITIES AND ACHIEVEMENTS CONCERNING THE HIGH ARV PRICES
ACTIVITIES ACHIEVEMENTS
quby for inclusion in regional ARV Not successful, ended prematurely
price agreement
Price negotiations with pharmaceutical | Partly successful, 80% price reduction for
industries Stocrin and Crixivan.
Net_herlands Contact with Clinton Foundation No Coptract due to lack of time, resources,
Antilles complicated procedure
Attempt to introduce generic ARV Not achieved due to change of political
drugs powers
Aimed introduction of reference pricing | Not yet achieved, in last phase of decision-
system making
Coordination/ mobilization island Partly successful, several stakeholder group
stakeholders meetings between 2002-2005
Advise on concrete price control meas- . . .
ures by Inspectorate of Health (2005) Dispensing fee has been introduced by SVB
Stakeholder group meetings Temporgnly successful, letter of alarm has
been written
Curagao Letter of alarm to commissioner of Not successful, not followed by concrete
health action
Advise on concrete price control meas- Measures not implemented
ures by DEZ/BZV (2002) P
. Ongoing agenda setting of the ARV price
St Maarten Active lobby and advocacy issue
Working on regional partnerships Possible future profit
Searching for creative solutions Still in the process
Additional research

Additional research has been done to verify and further investigate issues broached by the
interviewed stakeholders. As most discussion included descriptions of personal activities or
observations there is little that can be confirmed from a factual perspective. However, there
have been activities at island level to control drug prices in general, that were not mentioned
by any of the interviewed stakeholders. Described in a report of DEZ and BZV (2002) are
concrete measures that should be implemented to control the expenses of medication in
general. These measures included exemption from import taxes, introduction of a reference
pricing system (GVS), restrictions on wholesaler and retail mark-up and introduction of dis-
pensing fees. In a post graduate course for the Netherlands Antilles Foundation for Clinical
Higher Education, the Inspectorate of Health has recommended similar measures (23). Ho-
wever, other than introduction of dispensing fees by SVB and FZOG none of the measures
have been implemented so far.

Since 1995 there has been an ongoing discussion on implementing reference-based pricing;
a policy mechanism used to control pharmaceutical expenditures. It establishes a common
reimbursement level for a group of comparable or interchangeable drugs. The basic idea of
reference-based pricing is that governments can reduce drug costs without affecting quality
of care by encouraging the use of less expensive but equally efficacious drugs while main-
taining the freedom of manufacturers to set prices, and of physicians and patients to choose
the products they prefer (34, 35). At the time of this research, the proposal for implementa-
tion of GVS in the Netherlands Antilles had reached the stage of being approved by a final
advisory board.
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6.3.2. What ways to improve access to affordable ARV drugs do stakeholders sug-
gest?

The same 23 stakeholders interviewed were asked if they had any suggestions about ways
to improve access to affordable ARV drugs. Many suggestions that were given are in line with
what has already been tried or done in the past. Additional background research has been
conducted (reports, interviews with experts, literature review) to further explore the given
answers.

Most stakeholders believe that improved collaboration is an essential basis for success; col-
laboration at island level for coordinated lobby and price negotiations, as well as between
country and island level for coordinated activities, sharing of information, and adjustment
of policy and legislation. Many suggest the establishment of a strong working group with
representation of the government and of the field (i.e. treating physicians and pharmacists).
This working group should define a collaborative strategy for lobby and advocacy activities.
Furthermore, they should restart negotiations with pharmaceutical companies, emphasizing
that the ‘GNI per capita’ gives a misleading view of the socioeconomic status of the Nether-
lands Antilles, due to unequal distribution of income. There is a significant amount of poverty
in the Netherlands Antilles, and HIV is concentrated in the poorest, most vulnerable groups
of the population. Other arguments used in negotiations should include those related to high
mobility and migration as well as HIV prevalence. One should also strongly emphasize the
significant public health risks, for the uninsured population especially.

Stakeholders reported that strong leadership is necessary to coordinate such a working
group. All stakeholders agreed that the central government should take this leading role.
But not only strong leadership is expected from the central government. Stakeholders also
thought that they should promote the right message to pharmaceutical companies, and to
the world in general. As discussed above, by paying ARV related costs without dispute, the
Netherlands Antilles gives the impression that it is able to easily manage the high ARV prices.
Instead, the Netherlands Antilles should ring the alarm bell and state that it is not possible
to ensure adequate and universal treatment to PLWHA under these conditions. Without ad-
equate treatment the Netherlands Antilles will not be able to control further growth of the HIV/
AIDS epidemic. According to some stakeholders the Netherlands Antilles should even go as
far as threatening to introduce generic versions of ARV drugs that are still under patent, and
thus ignore the local patent laws, as to be able to provide sustainable and affordable care.

However, none of the stakeholders thought it likely that the central government would make
such a statement. They believed that the central government does not acknowledge the
problem. Some stakeholders supposed that providing accurate data on HIV prevalence and
incidence through cohort studies (especially within vulnerable groups), and studies about ac-
cess to care and treatment for PLWHA, will motivate the central government to take action.
A few thought that increased local or international pressure might be helpful to set the ARV
price issue on the political agenda. Some saw a clear role for the Dutch government to put
pressure on the central government and to provide technical assistance. Others believed that
the Netherlands Antilles is responsible for its own public health issues, and assumed that the
Netherlands will therefore be unwilling to interfere in this specific issue.

Stakeholders had various other suggestions about what could or should be done to get
access to affordable care. All stakeholders, including those of the central and island govern-
ments, were convinced that wholesaler and retail mark-ups should be limited. One method
discussed to achieve this is through reducing wholesaler/retail risks by ensuring that bills
are paid in a timely manner, for instance through direct payment or pre-financing by insur-
ance companies. Another suggestion brought up by several stakeholders was introducing
separate maximum wholesaler and retail mark-ups for ARV drugs, as is done with those that
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exist for contraceptive and anti-diabetic drugs, since it can be argued that ARV drugs are a
primary health need. Alternatively, some thought that exemption from import taxes (for ARV
drugs, or drugs in general) would also have positive effects on ARV prices. A few stakehold-
ers, mostly at central governmental level, were expecting a solution for prohibitive medica-
tion prices in the introduction of the reference-based pricing system.

Many argued that the monopoly of wholesalers to supply a specific product should be chal-
lenged, to give space for competition between wholesalers. Also related to competition,
some suggest that parallel import should be stimulated. At central level some stakeholders
have mentioned centralized import and distribution by an appointed institute, e.g. SVB or
BZV, thereby bypassing the wholesalers entirely. At field level stakeholders also supported
central import, but defined it in a different way; they spoke of centralized import, whereby the
pharmacy procures from a central institution, like a pharmacy in the Netherlands, also by-
passing local wholesalers. In this perspective the International Dispensary Association (IDA)23
had also been mentioned. Another suggestion for facilitating bypass of local wholesalers
was to accept all products that are registered in the Netherlands. It will then be easier to buy
unregistered products in the Netherlands if local wholesalers charge prohibitive prices. For
the hospital pharmacy this would not make any difference, since the hospital pharmacy is
legally allowed to import unregistered products.

There are several stakeholders who referred to the patent law system. They thought that
there is inadequate knowledge on the local patent laws and suggested research on this issue
to sort out if there are options for the Netherlands Antilles to profit from loop-holes and/or
flexibilities provided by the law. In case there are options many stakeholders would promote
the introduction of generic ARV drugs to be able to reduce HIV/AIDS treatment expenses.
Opponents of the introduction of generic ARV drugs expressed fear for the introduction of
low quality drugs, despite the existence of a WHO prequalification scheme.

Stakeholders in St Maarten supported introductions of generic ARV drugs, but also strongly
promoted increased regional collaboration. According to stakeholders in St Maarten
CARICOM membership would give entrance to regionally negotiated ARV price reductions.
Furthermore, they suggest the establishment of a government fund for HIV care and treat-
ment for the uninsured population.

Single suggestions about how to tackle the ARV price issue, included decentralisation of
care; one stakeholder thought that treatment should not be limited to a single treatment
institute like in Curagao. Multiple treatment centres will enhance competition. Another stake-
holder believes that there is no other solution than to accept reduced standards of HIV care.
Though the Netherlands Antilles generally compares itself to the Netherlands in terms of
standard of care, it should realize that it does not have the same opportunities and resources
as the Netherlands. Prescribing physicians in the Netherlands Antilles should thus choose to
prescribe the cheapest alternatives of first and second line treatment.

As shown in the table below, only a few of the suggestions above can be introduced without
the intervention of the central government. While wholesaler and retail prices can be reduced
at island level, this would prove very difficult without strong backing from the central
government.

23 The IDA Foundation is a is a not-for-profit supplier of quality assured and quality controlled essential
medicines and medical supplies at the lowest possible price to low- medium income countries.
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Table 6.19.

SUGGESTIONS OF STAKEHOLDERS TO TACKLE THE ARV PRICE ISSUE
WHO? WHAT?

Strong leadership

Take responsibility for HIV/AIDS problem and access to care

Accurate statistical data on HIV prevalence, incidence and access to care

Central level Alarm, threaten to import generics

Conduct in-depth research on patent laws

Improved collaboration with islands, clear division of tasks

Strong political back-up for negotiations with pharmaceutical companies

Price negotiations based on arguments of unequal division of income and high
mobility

Advocate on the basis of a major public health problem for the uninsured

Eliminate monopoly held by wholesalers

Reduce wholesalers/retail risks by pre-financing through social security

Centralized import and distribution through appointed institute (insurance
company)

Automatic registration of products registered in the Netherlands

Exemption from import duties

Reference-based pricing system
CARICOM membership

Government fund for HIV care and treatment

Decentralisation of care

Joint lobby and advocacy strategy

Island level )
Reduce wholesaler/retail mark-ups

Introduce separate maximum wholesaler/ retail mark-ups for ARV drugs

Stronger collaboration between the islands and regional actors

Field level Centralized import through pharmacy in the Netherlands

Parallel import

Accept reduced standards of care

International level | International pressure and support (especially from the Netherlands)

Additional research

Through (policy) reports, interviews with experts and review of existing literature, the proposed
actions to provide access to affordable ARV treatment were further explored. The following
gives an insight into the frequently suggested actions, with background information and
viability of implementation in the Netherlands Antilles.

Procurement Strategies

‘Centralized import’ is suggested by several stakeholders at both central and field
level. However, both levels interpret differently the term ‘centralized import’. At central
level it is interpreted as ‘import by a single procurement agent’, and at field level it is
defined as ‘procurement from a single source’. Available literature describes centralized
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procurement systems as procurement and distribution to the health facilities by a
single agent, with the idea that larger procurement volumes make favourable prices.
Decentralized procurement systems can have similar profits by negotiating medication
prices centrally (36).

Centralized import suggested at central level would include an agent, other than a local
wholesaler, for instance SVB. By choosing this specific agent, prices can be negotiated
and drugs can be procured and distributed through a single agent. Local wholesalers
would then be bypassed, which would likely have a favourable effect on ARV drug
prices. Centralized import as suggested at field level, through procurement from a
single source, preferably a pharmacy in the Netherlands, implies that local wholesalers
would also be bypassed. At most this would lead to a 37% reduction if procurement
prices in the Netherlands and the Netherlands Antilles are comparable?4. The option to
negotiate favourable ARV prices, based on arguments discussed above, is lost through
this strategy. In the case that the procurement agent would be the HIV/AIDS Group
from the IDA Foundation, prices would be defined depending on the receiving country.
Unfortunately, according to its own mandate IDA Foundation does not supply to high-
income countries. Additionally, patent laws would be a restriction to import generic
ARV’s. Finally, IDA Foundation sets a yearly minimum order amount of 15.000 US dollars
for ARV drugs (personal communication, Combée, 2008).

‘Pooled procurement’, is a procurement strategy which is more frequently described
in the current literature. Pooled procurement is an example of an innovative approach
for ensuring a consistent and sustainable supply of essential medicines. Also known
as ‘group purchasing’, pooled procurement is defined as ‘purchasing done by one
procurement office on behalf of a group of facilities, health systems or countries. Group
members agree to purchase certain drugs exclusively through the group’ (37). The
concept of pooled procurement is currently based on four models, reflecting the level
of collaboration and integration among the parties concerned, which can range from
information sharing to collective purchasing, decentralized or centralized mechanisms.
These models are:

® Informed buying — defined as information sharing, in which purchasers or
countries share information on prices and suppliers but procurement is done
individually.

e Coordinated informed buying — also defined as information sharing, whereby
purchasers or countries conduct joint market research, share information on
supplier performance and prices, but procurement is done individually.

e Group contracting - member countries negotiate prices collectively and select
suppliers based on the agreement, while the actual purchase can be conducted
individually.

e  Central contracting and procurement - this generally involves a central buying
unit established by the member countries to act as their procurement agent in
the tendering and award of contracts.

None of the models above are currently implemented in the Netherlands Antilles.
Implementation of ‘informed buying’ is something that has been suggested in the
field. An example of ‘group contracting’ is the regional price negotiations coordinated
by PANCAP in 2002, from which the Netherlands Antilles were excluded. Examples of
‘central contracting and procurement’ is procurement through participation in the PAHO
Strategic Fund (SF) (also known as the ‘Regional Revolving Fund for Strategic Public
Health Supplies’) or in the HIV/AIDS initiative of the Clinton Foundation (CHAI):

24 Taking freight and insurance into account the profit would be less than 37%.
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CHAI's mission is to work with governments and other partners to increase the
availability of high-quality AIDS care and treatment for people in need. This is
accomplished through lowering the cost of treatment, by providing strategic and
targeted technical assistance where it is most needed, and by establishing major
initiatives to enable widespread access to HIV-related care (38). Participation in
CHAI’'s procurement consortium has been considered in the past. Both the National
HIV coordinator and stakeholders from St Maarten, explored the option to participate
in the initiative. According to these stakeholders, efforts for further involvement
seized because of the complicated administrative procedure and the assumed need
to lift patent laws before being able to participate in the initiative. Moreover, it was
not clear whether procurement consortium agreements would apply to high income
countries, like the Netherland Antilles.

Colleen Connell, CHAI Caribbean Regional Manager, confirmed that participation
of high income countries in CHAI procurement consortium is decided on a case-
by-case basis. In a senior management meeting in December 2008 it was decided,
that the Netherlands Antilles is allowed to participate if it wishes. However, an
agreement would be invalid after dismantling of the Netherlands Antilles. Therefore,
it was recommended to wait until after dismantling of the country; Curagao will then
be allowed to participate in the procurement consortium. Possible participation
of St Maarten could be discussed in a next meeting, which will be later this year.
However, Mrs Connell believes that procurement through Curagao could be a more
efficient option for St Maarten.

For participation in the Procurement Consortium, a Memorandum of Understanding
(MOU) needs to be signed by the Netherlands Antilles government (or by Curagao
after the dismantling process). The hospital pharmacy, or any other procurement
agent, is then allowed to procure generic drugs at CHAI negotiated prices, on behalf
of the Central or Curagao government. Since CHAI does not negotiate prices for
innovator drugs, only Zidovudine (already off-patent) would then become available
at CHAI prices. In contexts were a percentage mark-up is included in the patient
price, as is the case for the hospital pharmacy on Curacao, there would be no
incentive for the procurement of lower priced drugs. In these cases participation
would not be effective (Personal communication, Connell, 2009).

The Netherlands Antilles already has experience with the PAHO Revolving Fund
for vaccines. The PAHO Strategic Fund, created after the successful experience
of the Vaccine Revolving Fund, is a mechanism created to promote access to
quality essential public health supplies in the Americas. The Strategic Fund links
the procurement of medicines and essential public health supplies with technical
processes in planning and programming. Through the Fund member states can
purchase products included in the Strategic Fund product list. Strategic fund
suppliers are pre-qualified by PAHO/WHO and are selected based on the quality
of their products and prices offered, as well as on their performance history. Thus,
all products on the product list meet PAHO/WHO quality standards. To obtain low
product prices the Strategic Fund negotiates with different international suppliers.
As a procurement mechanism, the Strategic Fund allows participating members
to utilize a common fund for payment of authorized purchases of essential public
health products. Members make reimbursement to the fund for the cost of each
purchase within a specified period of time. Member states allocate 3% procurement
service charge to the Fund.

According to Christopher Rerat, PAHO Sub Regional Advisor, the Netherlands
Antilles and other Dependent Territories may participate if they sign the MOU, a
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decision not yet made by the Dependent Territories. If signed, appointed institutes
can place orders on behalf of the Netherlands Antilles’ government (Personal
communication, Rerat, 2008).

According to James Fitzgerald, PAHO Regional Advisor, innovator brand providers
lately have the tendency to check the unit price locally available, before deciding on
their manufacturer selling price for a specific order. Thus, prices for innovator drugs
supplied by the Strategic Fund not always bring in significant profit. It is advised
to still negotiate on differential pricing. For generic products this situation does
not occur (personal communication, Fitzgerald, 2009). However, considering the
specific funding mechanism linked to this option, it could be interesting to consider
participation in the Strategic Fund.

Price negotiations

For ARV drugs, due to their patent status in the Netherlands Antilles, only single-source
procurement is possible and prices depend on the offers of the patent-holding company.
Companies work with a differential pricing system, with some companies using strict
eligibility criteria, others determining prices on a case-by-case basis. The Netherlands
Antilles have a difficult negotiating position for reasons described above (paragraph
6.2.2). However, past and recent attempts in the Netherlands Antilles have showed that
price negotiations can be successful. Important bargaining tools include the proportion
of the population infected with HIV, the impact of population mobility in the region,
the social and economic consequences of the HIV/AIDS epidemic, and the limited
financial resources available to combat the disease. The World Bank’s technical guide
on HIV/AIDS Medicine and Related Supplies: Contemporary Context and Procurement
(2004) gives some practical guidelines on how to bargain for lower prices. To enhance
bargaining power the purchaser needs to collect available information on production
costs and prices. This is especially important for prices offered by single-source
suppliers. International price comparisons can provide useful benchmarks of the lowest
prices available worldwide (39).

Reduction of add-ons

The vast majority of stakeholders at all levels are convinced that wholesaler and
retail mark-ups are too high. A reduction of wholesaler and retail mark-ups has been
suggested frequently by both the Inspectorate of Health and DEZ. In the previously
discussed BZV/DEZ report, a reduction of maximum wholesaler add-on from 37% to
20%, as well as a reduction of retail add-on from 50% to 25%, is recommended. These
recommendations are based on a 7% yearly rise of production costs and a 2% yearly
increase in profit rate for the wholesaler (equal to the yearly inflation rate). The report
also recommends introducing a dispensing fee in place of a retail mark-up (22). Indeed a
dispensing fee (7-10 ANG) has been introduced by some insurance companies (SVB and
FZOG). Another company will soon follow (BZV). Other measures to reduce wholesaler
and retail mark-ups have never been implemented. There is great resistance from the
side of the wholesalers and retailers, who claim they need these add-ons to compensate
for significant business risks, such as bills that are left unpaid for considerable amounts
of time, and expensive drugs that are not used before the expiration date. SVB, BZV
and the Inspectorate of Health have been discussing the possibility of direct payment
or pre-financing by insurance companies, leading to a reduction of wholesaler/retail
risks and consequently leading to a reduction of add-ons. These discussions came to
a standstill in November 2007 due to internal affairs involving one of the stakeholders.
Another option to reduce wholesaler and retail add-ons is to promote ARV treatment a
primary health need. For other primary health needs, including contraceptive and anti-
diabetic drugs, a maximum wholesaler and retail mark-up is introduced and they are
exempted from import taxes. This option would require coordinated lobbying at both
the central and local government. If both levels can be convinced that ARV treatment



is indeed a primary health need, it would then need efficient collaboration between the
involved parties at central and local level, to adequately adjust legislation and execute
a reduction of maximum wholesaler and retail mark-ups. Exemption from import taxes
for all drugs will have added positive effects on drug prices. In the above mentioned
report of BZV/DEZ exemption of import taxes is not recommended since on balance it is
not considered a cost-cutting measure for the central en local government; whereas for
insurance companies on the contrary, it is.

Regional collaboration

There are several regional networks that address the ARV price issue. One such
network is the Pan Caribbean Partnership Against HIV/AIDS (PANCAP), coordinated by
CARICOM. lts mandate is to coordinate the regional HIV/AIDS response, to support
programmes, and to mobilize resources, so as to create supportive environments
for the prevention of HIV transmission and for mitigating the impact of the epidemic
Curagao and St Maarten are both ‘partners’ in this Pan Caribbean Partnership (40).
Because dependent territories, including the Dutch and English overseas territories of
the Caribbean (OCT) and the French Departments of the Americas (FDA), face problems
related to their constitutional status, a PANCAP FDA/OCT Special Working Group
was established, following a European Commission’s recommendation in 2005 for the
establishment of a Task Force on HIV/AIDS with a view to facilitating support to the FDA/
OCT. Problems encountered by FDA/OCT include difficulties benefiting from PANCAP
funds and lack of involvement in key PANCAP decision-making. One of the actions of
Special Working Group was to undertake a high-level PANCAP mission to the FDA/
OCT to increase the visibility of PANCAP and to sensitize key officials on its structure,
mandate and operations. The mission was to include high-level regional policy makers,
representatives of key implementing partners and technical experts whose primary role
would be to provide information on the social and economic implications of HIV/AIDS
in the region(41). However, the high-level mission to Curagao, Bonaire and Aruba that
was due in August 2007 was cancelled, reportedly because the minister of Health of
the Netherlands Antilles had other priorities at the time of the planned mission. Both
at central and local level there have been no actions to arrange an alternative mission,
which could suggest limited interest in intensifying partnership within PANCAP.

Itis still unclear whether closer collaboration within CARICOM would have positive effects
on the accessibility of regional support and funding, as suggested by some stakeholders,
is unclear. In 2005 the Netherlands Antilles requested ‘observer membership’. According
to the Directorate of Economic Affairs, the Netherlands Antilles has been granted
observer status for one of the four CARICOM Councils (the Council for Human and Social
Development, COHSOD) in October 2007. Associate CARICOM membership has also
been considered; Associate membership will allow the Netherlands Antilles to cooperate
on a series of issues, including the environment, social development, education, culture,
customs and health care. The advantage and disadvantages of associate CARICOM
membership are still under investigation (Personal communication, Plantijn, 2008).

Flexibilities of patent laws

The creation of the World Trade Organization (WTO) and the conclusion of the Agreement
on Trade Related Aspects of Intellectual Property Rights (TRIPS) in 1994 has lead to an
ongoing international debate on access to essential medicine. Drug patents give the
patent holder the right to prevent others from making and selling that drug, thus creating
a monopoly. The period of patent protection generally extends over a period of 20 years.
Due to lack of competition during this period, the patent holder has the freedom to set
prices. This system leads to patented drugs being unaffordable to the majority of people
living in developing countries (42). Despite the fact that the TRIPS agreement includes
safeguards to limit the negative effects of patent protection, it is unclear whether and
how countries can make use of these safeguards. During the WTO conference in Doha
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in 2001, a declaration on TRIPS and Public Health was adopted by the WTO ministerial.
The -so called- DOHA declaration prioritizes public health over commercial interests, by
acknowledging the absolute right of countries to take measures to protect public health.
If intellectual property law impedes a country’s ability to fulfil this right, it is allowed
to override the patents (43). The Declaration describes the flexibilities that countries
can use to protect public health, including the use of ‘compulsory license’ and ‘parallel
trade’. It is made clear that the use of compulsory license is not limited to an emergency
situation, pandemics or specified diseases such as HIV/AIDS. Each country has the
freedom to determine on which grounds such licenses are granted (Doha declaration,
article 5, 2001) (44). It is thus up to governments themselves to ensure that patents do
not constitute a barrier to access to medicines.

Despite the flexibilities built into the TRIPS agreement, most developing countries have
not yet made use of these safeguard measures. To be able to make use of the flexibilities,
countries need to integrate public health perspectives into their national patent laws.
Furthermore, an efficient and coordinated decision-making process involving health,
trade and intellectual property agencies is required for an effective use of the flexibilities.
Many countries lack an appropriate administrative and legal infrastructure (45).

In the Netherlands Antilles the Kingdom Act on patent (ROW) is in force. By recent
amendment of this Act, patents for all ARV drugs used in the Netherlands Antilles (except
for Zidovudine) have become valid in the Netherlands Antilles as of April 2007. Therefore,
introducing generic ARVs would be an infringement of the law. In accordance with the
DOHA declaration, measures to protect public health are integrated in the Kingdom Act,
including the possibility to make use of a compulsory license. According to the report of
the patent attorney any (legal) person in the Netherlands and Netherlands Antilles can
apply for a compulsory license for the sake of general interest (Article 57 ROW 1995).
Applying for a compulsory license is an administrative procedure; a request needs to
be filed to the Minister of Economic Affairs of the Kingdom of the Netherlands (which is
the Dutch minister of Economic Affairs). Generally, it is necessary for a party seeking a
compulsory license to have tried to obtain a voluntary license?5 from the patent holder.
However, in case of emergency or other circumstances of urgency this is not required
(30).

The patent attorney assumes that the chances of obtaining a compulsory license in
general are not very high, as it should be demonstrated that the license is necessary in
the general interest. Until now, such license has never been granted in the Netherlands.
However, if it can be argued that people in Netherlands Antilles do not have access
to HIV treatment, because of patents, this may constitute to a situation ‘requiring’ a
license.

Parallel import (Pl) has also been suggested by some stakeholders as a means to gain
access to affordable ARV drugs. Parallel import refers to the import and resale in a
country, without the consent of the patent holder, of a patented product that has been
legitimately put on the market of the exporting country. The sale of the patented drug in
the exporting country is deemed to ‘exhaust’ the patent holder’s right in the importing
country (45). Parallel import can be useful if the patent holder has put the product on
the market elsewhere at a lower price. The extent to which parallel import is possible
depends on the ‘regime of exhaustion’ adopted in the national legislation. Though not
yet executed in the Netherlands Antilles, parallel import is possible. One obstacles to
parallel import is the law requiring a wholesaler to show the original manufacturing bill;
this has been introduced to reduce the risk of counterfeit products. Furthermore, before

A voluntary license is a license voluntarily acquired from the patent holder that allows the procure-

ment of the generic version of the patented drug, against the payment of a fee.

50



parallel products can be imported into the Netherlands Antilles these products need
to go through the process of registration, which will take about 3 months and costs
about 500 ANG per registered product for a registration-period of 5 years. The difference
between the current product price and the price of the parallel products needs to be
sufficient to make effective use of this flexibility.

Reference-based pricing

Some stakeholders consider a reference-based pricing system (GVS) a solution for
prohibitive drug prices. As mentioned before, there has been ongoing discussion on
implementing GVS since 1995. A proposal for implementation of GVS in the Netherlands
Antilles had, at the time of this research, reached the stage of being approved by a final
advisory board. The GVS is based on the Dutch GVS system, implemented in 1991. Due
to the fact that the GVS showed to have a negative effect on price competition, and price
limits were often used as ‘focal point’ for price setting by pharmaceutical companies,
the Netherlands is presently in the process of releasing the price limits to induce price
competition. For those drugs that are not subject to price competition, price limits will
continue to exist (46).

Through members of the GVS committee | received a proposal for implementation of
the GVS, which is not yet public. From the proposal it is still unclear how price limits will
be defined. According to one member the GVS will not be effective for HIV medication,
at least not in Curagao, since the GVS will not be in effect for drugs provided by the
hospital pharmacy. The inspectorate of Health confirmed that HIV medication will not be
on the list for which price limits will be executed.

Political responsibility

According to the Island Regulation Netherlands Antilles (ERNA) article 2 E health care
regulations are primarily the responsibility of the central government. Executive tasks
are the responsibility to appointed institutes and services at island level. Responsibility
for health care regulations will shift to the islands in the near future due to the upcoming
dismantling of the Netherlands Antilles. In practice, the islands’ responsibilities
concerning the issue of high ARV prices are not always clear. Where the central
government initially took strong leadership in efforts to reduce ARV prices, government
involvement stopped in 2005 without adequate handover to the islands. The islands have
assumed the HIV/AIDS issue by writing separate National Strategic Plans. However, ARV
price control and price negotiations are not included as objectives, as these tasks are
still considered responsibility of the central government. Officially, executing tasks are
not within the mandate of the central government, though certain decisions, including
signing of an MOU with PAHO strategic fund, the Clinton Foundation or introduction of a
pooled procurement system, can exclusively or more efficiently be taken by the central
government, and not by the islands separately. The ARV price issue has thus become a
topic in the in the midst of a political vacuum.

International pressure and support

Some stakeholders argue that international pressure and support is essential to put the
ARV price issue higher on the political agenda. Others are ambivalent about international
involvement as they expect that the Netherlands will only refer to the autonomy of the
Netherlands Antilles in terms of health care, when asking for (financial) support. In
December 2007, John Leerdam, a Dutch member of parliament, concerned about the
HIV epidemic in the Netherlands Antilles, submitted a motion to support the Netherlands
Antilles improving their HIV prevention, care and treatment programs in collaboration with
NGOs active in the field (31 200 IV Nr. 18). The State Secretary of Kingdom Affairs, Anke
Bijleveld, has rejected the motion by stating that the Netherlands Antilles is autonomous
in terms of health care. In addition, she emphasizes that measures are already being
taken as the Netherlands Antilles is presently upgrading its disease control mechanism
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to international standards by implementing the International Health Regulations, with
the support of Dutch experts. These regulations do not focus specifically on HIV/AIDS,
but on infectious disease surveillance and control in general. Finally, she referred to the
European Funds that have been allocated for the dependent territories for implementation
of HIV/AIDS programs. An amount of € 6,7 million is allocated for the British Overseas
Territories, the Netherlands Antilles and Aruba. Though this fund has been in the pipeline
since 2002, it is still not clear whether the fund is open for submission of proposals.

The State secretary nor refers to the 2001 UNGASS Declaration on HIV and AIDSZ® nor
to United Nations Millennium Development Goals (MDG), that includes the goal ‘Have
halted by 2015 and begun to reverse the spread of HIV/AIDS’ and ‘Achieve, by 2010,
universal access to treatment for HIV/AIDS for all those who need it’. In 2007 the Dutch
government planned to increase its budget for fighting AIDS worldwide. However, no
budget is allocated for fighting HIV/AIDS in the Netherlands Antilles.

26 Commitment made by Heads of State and Representatives of Governments at the United Nations
General Assembly Special Session on HIV/AIDS, in order to mobilize a comprehensive response to the
global challange of HIV and AIDS, including action to address stigma and vulnerability, prevention, care
and treatment.
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7. DISCUSSION

The high costs of ARV drugs in the Netherlands Antilles have been identified as a major ob-
stacle to accessing antiretroviral drugs. Especially for the uninsured, ARV treatment is readily
unaffordable. For the insured population treatment is available and accessible, though me-
dication stock outs have occurred in the recent past. Insurance companies are experiencing
increasing difficulties in ensuring full coverage of care. Moreover, the high costs have an
impact on the quality of care, the prescription of appropriate antiretroviral therapies and on
interventions that aim to control the epidemic.

In this study we aimed to develop a clear picture of prices, price compositions and afforda-
bility of ARV drugs in the Netherlands Antilles, as well as of the factors contributing to driving
up ARV prices. Most importantly, we intended to explore procurement and policy options that
could have a positive impact on ARV prices, giving transparency into the complex field of
drug procurement and pricing, and to provide tools on how to tackle the ARV price issue.

7.1 ARV costs, price composition and affordability

ARV procurement prices in the Netherlands Antilles are composed of the import price (CIF
price) plus add-ons, including import taxes, VAT and wholesaler’s mark-up. These add-ons are
similar in Curagao and St Maarten, with the exception of import tax, which is not applied in St
Maarten. Despite the minimal differences in add-ons, ARV procurement prices on the sepa-
rate islands of the Netherlands Antilles differ substantially. Based on the analysis of 2007 price
data, procurement prices in St Maarten were overall 30% higher than in Curagao. This overall
price difference is due to the fact that at the time of the data collection, St Maarten was not yet
included in Gilead’s Global Access Program, and did not profit from similar price reductions as
Curacao. Looking at prices charged to patients, overall costs in St Maarten are 11,4% lower
than in Curagao, which is caused by the fact that the hospital pharmacy applies a percentage
mark-up, while St Maarten charges a fixed dispensing fee per prescription line per month.

International price comparisons can provide important information on product-price variati-
ons worldwide and within the region. The international reference prices available through the
MSH International Drug Price Indicator Guide, used for this study, are useful benchmarks of
the lowest prices available worldwide and they provide a tool for informed price negotiations.
Although it is not realistic to expect prices as low as the international reference price for the
Netherlands Antilles, it could be argued that paying up to 71 times more than the international
reference price (as is the case for Nevirapine 200 mg in Curagao) is disproportionate.

Comparison of the local unit prices to those available in Barbados and Aruba, provides inte-
resting information on prices available in the region. Countries like Barbados and Aruba are
comparable to the Netherlands Antilles in terms of country size and GNI. However, overall
ARV prices in the Netherlands Antilles are 5 times higher than in Barbados. This could reflect
stronger negotiating skills, but it could also be caused by other cost-cutting measures, inclu-
ding the use of generic equivalents of ARV drugs. It could be interesting to explore the option
of procuring through Barbados (parallel import). Overall prices in Aruba are similar to prices
available in the Netherlands Antilles. Procurement through Aruba is therefore not expected
to be rewarding.

The Netherlands is a significant source for drug supply, and prices in the Netherlands are
commonly used as a local reference price. Despite differential pricing applied on various
drugs in the Netherlands Antilles, prices are only slightly lower than those available in the
Netherlands. Supplementary costs for freight, insurance and VAT add to the prices available
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in the Netherlands. As a result, drug supply through the Netherlands is not likely to bring in
significant profit. On the contrary, prices would even exceed those available in the Nether-
lands Antilles today.

Treatment regimes in both Curagao and St Maarten are considered unaffordable when using the
WHO/HAI criteria for affordability. Now that St Maarten is included in Gilead’s Global Access
Program, this will change for treatment regimens including Tenofovir or Truvada.

7.2 Underlying causes of the high ARV prices

The underlying causes of high ARV prices are various. GNI per capita in the Netherlands Antil-
les is relatively high. The country is considered wealthy, and is ranked on the World Bank list
accordingly. Consequently, the Netherlands Antilles experiences difficulties negotiating price
reductions. Moreover, the Netherlands Antilles is a small market, which greatly limits negotia-
ting power.

A major factor contributing to high prices is the fact that the Netherlands Antilles is part of the
Dutch Kingdom. Its semi-dependent status has direct and indirect negative effects on ARV
prices: First of all, the Netherlands Antilles is not separately ranked on neither the UNDP HDI
list nor the IMF list for developing economies, which makes it more difficult to opt for differential
pricing. Moreover, the Netherlands Antilles is often not included in regional programs and are
generally excluded from donor funding. Finally, the Kingdom Act on patent laws are enforced
in the Netherlands Antilles. Through a recent amendment to this Kingdom Act the European
Patents were extended to the Netherlands Antilles, enforcing patents that were previously not
enforced. Each government has the right to protect public health, and to ensure that patents
do not constitute a barrier to accessing to medicines. It can do so by granting compulsory
license. However, due to their semi-dependent status it is not the local Minister of Economic
Affairs that can grant the license but the Kingdom Minister of Economic Affairs, which makes
the procedure much more complicated and less likely to be successful. Lobbying for com-
pulsory license has not been executed. Knowledge on patent laws at all stakeholder levels is
very limited. Even the local Intellectual Property Office did not have a complete understan-
ding of local patent laws. Due to confusion around intellectual property rights no generic
ARV drugs have entered the Netherlands Antillean market, not even during the period when
import of these drugs did not mean infringement of the law (before April 2007). In addition to
the apparent limited knowledge of patent laws, there is significant fear of introducing lower-
quality products when allowing generic ARV products on the market. However, the WHO
prequalification list of generic products (including ARVs) of good quality, safety and efficacy,
should take away this fear (47).

Local factors having an impact on ARV prices include high wholesaler and retail mark-ups,
as well as inefficiency in the procurement system, using local as well as external sources for
drug supply. Lack of political commitment and effective leadership contributes significantly to
these factors. The central government does not prioritize HIV/AIDS and the ARV price issue,
and has reneged on its leading and coordinating role in addressing this topic, with ARV price
negotiations and procurement fully delegated to stakeholders in the field. The lack of active
interest of the central government might be interpreted as not being alarmed by the situation,
sending out an incorrect and worrying message to the international community.

7.3 Policy options to improve access to affordable treatment

In the past there have been various attempts to gain access to better prices for ARV drugs,
including lobbying for inclusion in regional price reduction schemes, price negotiations
with manufacturers, collaboration in regional organizations and introduction of generic
ARV drugs. At island level there was also strong lobbying going on: St Maarten established
regional contacts for advocacy and support, and negotiated significant price reductions. A
collective of stakeholders in Curagao lobbied for a powerful working group to negotiate price
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reductions with manufacturers, more political commitment and support, and for a fund to
cover expenses for the uninsured. They even threatened to introduce generic drugs, which at
that time would have been legal.

Most activity addressing the ARV price issue took place in 2004-2005. Some efforts were
effective, while others were abandoned due to lack of time, staff or resources. While much
was initiated, very little led to success. Stakeholders at island level describe the feeling of
walking into a high wall each time they thought they had found a solution. The inactivity
of the central government was often blamed for creating this wall. Presently the central
government is working on price control mechanism; a reference pricing system. This could
have been effective, if only ARV drugs were to be included in the list of drugs on which
reference pricing will be applied, but it seems as if this will not be the case.

There are several options suggested by stakeholders that might be effective in reducing ARV
medication prices:

7.3.1. Options that may effect the import price

Price negotiations are the starting point for reducing prices of patented, and thus single-
source drugs. As differential pricing is not obvious for the Netherlands Antilles, negotiators
need to be highly creative in arguing why the Netherlands Antilles should get access to
reduced ARV prices. Arguments should include HIV prevalence, intense population mobility
and migration in the region, income distribution, and the fact that it is the most deprived
populations affected by HIV/AIDS. Moreover, it must be shown that treatment is unaffordable
based on the fact that treatment costs exceeding 1 day’s wages of the lowest paid
unskilled government worker. Finally, international and regional price comparisons showing
disproportionate pricing for specific products, greatly enhance bargaining power. Most
recently St Maarten was able to negotiate significant price reductions, its case strengthened
by comparing its procurement prices with the prices in Aruba. We could call this -informed
buying- a form of pooled procurement, in which parties share information on prices.

Price negotiations with manufacturers is time consuming, involving intensive study of
international or regional reference prices. It is preferably executed by a stakeholder at
central level who can negotiate for each island of the Netherlands Antilles, as was done
by the former HIV coordinator in 2004-2005. Central contracting and procurement could
be more efficient. This generally involves a central buying unit to act as procurement agent
in the tendering and award of contracts. One such agent is the PAHO Strategic Fund (SF).
Another such fund is the HIV/AIDS initiative of the Clinton Foundation (CHAI). SF can provide
innovator brand drugs. However, not always at evidently reduced prices. Participation in
the CHAI Procurement Consortium will give access to negotiated prices, though for generic
products only.

As suggested by some stakeholders at field level, a commercial structure, like a pharmacy
in the Netherlands can be an adequate equivalent to a central procurement agent. However,
because prices in the Netherlands are similar if not higher than in the Netherlands Antilles, as
is discussed above, it would not be effective to proceed executing this approach.

Central procurement agents deliver directly to the health structure that has placed an order,
without the involvement of local wholesalers. The option of installing a central purchasing
agent —rather than a central procurement agent-, as suggested by some stakeholders at
central level, would not have any added effect, and may actually be less efficient: a central
purchasing agent, will not be able to negotiate similar price reductions as a central procurement
agent, the latter having greater negotiating power, due to larger procurement quantities.

55



Another solution to unacceptably high ARV prices, is to introduce generic equivalents of ARV
drugs. As discussed above, there are patent laws valid in the Netherlands Antilles that restrict
this option. Generic ARV drugs would be allowed for treatment of individual patients, but
bulk procurement would mean infringement of the law?’. Thus, generic ARV drugs can only
be introduced under compulsory (or voluntary) license. It is the governments responsibility to
ensure that patents do not constitute a barrier to accessing medicines. Therefore, it should
grant compulsory license in case of need. The HIV epidemic in the Netherlands Antilles can be
considered as such. Due to its constitutional status, compulsory license for the Netherlands
Antilles can only be granted by the Kingdom Minister of Economic Affairs, who is in fact the
Dutch Minister of Economic Affairs. It seems unlikely that this Minister would grant such a
license, but it will certainly shake the foundations of international trade regulations. A rapid
reduction in procurement prices could then be expected.

Another flexibility in the patent law that can be used to reduce ARV prices is parallel import;
Parallel import can be useful if the patent holder has put the product on the market elsewhere
at a lower price. As is mentioned earlier it might be rewarding to explore the prospect of
procurement through Barbados. However, regulations that request presentation of original
manufacturer’s bills first need to be lifted.

Whether associate CARICOM membership may effect procurement prices, has not become
clear through this study. However, the complexity of regional politics and the broad range
political and commercial motives involved in deciding on associate CARICOM membership,
make this approach significantly less attractive for further exploration. It is a slow political
process without the certainty of clear-cut and direct effects on ARV drug prices.

7.3.2. Options that may effect price components

Wholesalers and retailers in the Netherlands Antilles can respectively charge up to 37% and
50% mark-up on HIV medication. These remarkably high mark-ups are often criticized but
not yet seized through effective alteration of laws and regulations. It is often assumed that
conflicts of interest stand in the way of drastic measures to scale down these charges. A
reduction of the maximum wholesaler mark-up from 37% to 20%, and a reduction of retail
mark-up from 50 to 25% has been recommended by BZV/DEZ. In addition, they proposed
the introduction of a dispensing fee, which should eventually replace a retail mark-up (22).

The only cost cutting measure that has been implemented so far is the dispensing fee (7
ANG) introduced by SVB in 2006. Other insurance companies are presently implementing
the same measure. The dispensing fee has significantly reduced government expenses on
drugs in general; in stead of paying a percentage mark-up retailers can only charge 7 ANG
per prescription line. Retailers in St Maarten have great objection against the amount; 7 ANG
is not enough to compensate for significant business risks, including expensive drugs that
are not used before the expiration date. This is often the case with ARV drugs. This argument
was only taken into account for the hospital pharmacy of the St Elisabeth Hospital; as the
hospital pharmacy is often dealing with expensive and rarely used medication, they were
exempted from the dispensing fee and can still charge up to 50% mark-up for specific drugs,
including ARV drugs. This exemption does not apply to the hospital pharmacy connected to
the St Maarten Medical Centre, as this pharmacy is officially ‘a private pharmacy inside the
hospital’ and not a ‘hospital pharmacy’.

7 itis unlikely that a manufacturer would take serious measures when the Netherlands Antilles would
introduce generics for public use, since this would harm their reputation. It would rather be the whole-
salers who would object (for commercial reasons) (personal communication, van Spengler, 2009)
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By introducing the dispensing fee, retail mark-ups are controlled, but only for retailers dealing
with ARV drugs in St Maarten, and not for the ARV supplying hospital pharmacy in Curagao.
Wholesaler mark-ups have also left unchanged. An option to reduce wholesaler and retalil
add-ons is to promote ARV treatment to a primary health need. For other primary health
needs, including contraceptives and anti-diabetic drugs, a maximum wholesaler and retail
mark-up is introduced. Additionally, these drugs are exempted from import taxes. Exemption
of import taxes in general would have added positive effects on drug prices. However, it is
not recommended by BZV/DEZ since per balance it is not considered a cost-cutting measure
for the central en local government. For insurance companies on the contrary, it would be an
adequate measure.

To tackle high wholesaler and retail charges without increasing wholesaler’s business risks,
unpaid bills in particular, the possibility of direct payment or pre-financing by insurance
companies, has been discussed by SVB, BZV and the Inspectorate of Health. Reduction
of wholesaler/retail risks may consequently lead to a reduction of add-ons. It might be
interesting to continue discussing this option.

7.3.3. Options for further lobby and advocacy

It is the central government’s mandate to protect public health and identify public health
risks. However, with the upcoming change in constitutional status of the Netherlands Antilles,
the central government is gradually releasing tasks and duties, leaving HIV/AIDS and the ARV
prices issue for responsibility of others; HIV/AIDS is not considered a priority on the political
agenda of the central government. Even if aware and willing to tackle the ARV price issue,
the islands are not able to introduce effective measures, without strong political backing from
the central government. Therefore, effective lobby by stakeholders, patient groups or non-
governmental organizations is essential to revive attention of the central government.

Effective lobbying starts with raising awareness. Politicians first need to be aware of the
ARV price issue and its infaust consequences for public health, before they can commit
themselves to tackle these issues. Political commitment to fight HIV/AIDS, is essential for
installing effective measures to cut down ARV prices, as part of an affordable and accessible
HIV/AIDS care program. Committed national leaders, in close collaboration with the island
authorities, have power to create policies and legal frameworks to support successful
implementation of such a program. They would initiate and coordinate the various activities
needed to realize public health targets. In addition, they would promote local and regional
collaboration regarding these issues, to increase exchange of knowledge and strategies, and
would search for regional and/or international support, to strengthen their forces in the fight
against HIV/AIDS.

In this perspective, active participation in regional networks is of primary importance. Like
for any small country in the Caribbean region, it is not easy for the Netherlands Antilles
to fight high ARV prices on its own. Regional HIV/AIDS networks are established to tackle
these —small scale- issues with collaborate force. In 2005, a network of Caribbean countries
managed to negotiate significant regional price reductions for ARV medication through
PANCAP. Another example, the PANCAP FDA/OCT Special Working group, has joint forces
in addressing HIV/AIDS related problems that are specific for the dependent territories in
the Caribbean. As an active participant the Netherlands Antilles might not only benefit from
collaborating with regional partners who deal with identical public health problems, but it also
means a better position for lobbying for similar price reductions as other regional countries
have negotiated through PANCAP.
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The government should also search for support at Kingdom level. Recent rejection of a
motion to support the Netherlands Antilles might be showing that the State secretary of
Kingdom Affairs is still unaware about the increasing HIV/AIDS problem within the Kingdom
of the Netherlands. There is a failure to intervene, despite the Dutch commitment to the
United Nations’ Millennium Development goals. It is argued that the Netherlands Antilles is
autonomous in terms of health care issues, which is true, but still not a justification of being
inactive while facing a growing public health threat. Other autonomous countries, including
other Caribbean and African countries, are perfectly addressed in the Dutch Policy for HIV/
AIDS and Sexual and Reproductive Health and Rights 2008 (48).

Moreover, HIV/AIDS is not only a local problem for the Netherlands Antilles, but also
constitutes public health risks for the Kingdom of the Netherlands. Due to freedom of travel
within the Kingdom of the Netherlands, the HIV virus can spread rapidly. A Dutch study has
identified ‘bridge population’; individuals with high risk of transmission of STI/HIV between
country of origin and the Netherlands (49). Another study showed high HIV prevalence (0.8-
3.2%) under the Netherlands Antillean population in Rotterdam (50).

By strongly advocating on the steadily growing HIV/AIDS epidemic, on excessive ARV prices
making HIV treatment unaffordable and even inaccessible at times, on quality of care being at
stake, while ARV drug resistance is rapidly developing, the State Secretary can no longer turn
a blind eye towards this problem. The argument that the general population in the Netherlands
might also be at risk through transmission by a high risk ‘bridge population’ might alarm the
State Secretary even more.

Stating that the Netherlands Antilles is autonomous in terms of health care can only be
justified, if the Netherlands Antilles has the prospect of dealing with the issue independently.
Indeed, the government can set firm limitations to the maximum wholesaler en retail mark-up,
promote the treatment of HIV/AIDS to a primary health need, with its consequent limitations
to maximum wholesaler and retail mark-up and exemption of import taxes. Furthermore, it
can re-uptake coordination of price negotiations with manufacturers, conduct research on
regional ARV prices and consider the use of a central procurement agent. However, due to
the fact that the Netherlands Antilles is part of the Kingdom of the Netherlands, they have
limited negotiation power, have limited access to donor funding, and are often not included
in regional programs, which makes it difficult for the Netherlands Antilles to take effective
measures. Moreover, the Netherlands Antilles cannot protect public health by granting a
compulsory license.

Politicians at Kingdom level should realize that the amendment of the Kingdom act on
patents entirely excludes the Netherlands Antilles from autonomously dealing with public
health threats caused by unaffordable and inaccessible care, and is thus in conflict with
the DOHA agreements. In addition, limiting access to affordable care and treatment can be
considered a violation of human rights, and does not correspond at all with the commitment
to the UNGASS Declaration on HIV and AIDS and the Millennium Development Goals.
The Kingdom should come up with adequate solutions, including exploring the option of
amendment or addendum to the Kingdom Act on patents. In addition, the Kingdom should
actively support the central government in tackling the issue of high ARV prices by initiating
a political dialogue, by providing technical support and by lobbying for acquiring international
funding. Lifting HIV/AIDS to a Kingdom Affair may greatly facilitate the fight against HIV/AIDS
in the Kingdom of the Netherlands.
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8. CONCLUSIONS AND RECOMMENDATIONS

Without sustained access to antiretroviral drugs, the challenge of treatment cannot be met—
and the ravage of the epidemic will continue. In the Netherlands Antilles the high costs of
ARV drugs has been identified a major obstacle to access to antiretroviral drugs, as well as
to the implementation of interventions that aim to control the epidemic.

This study showed that ARV drug prices in the Netherlands Antilles are significantly higher
than international and regional reference prices. Overall drug prices are comparable to those
in the Netherlands, which is unreasonable considering the large discrepancy in financial
resources between the countries.

It is beyond dispute that local factors significantly contribute to high ARV prices including a
small market, lack of competition, high wholesaler- and retail mark-ups and inefficiency of the
procurement system. In addition, the complex constitutional situation creates a trap in which
the Netherlands Antilles has difficulty negotiating price reductions, is excluded from funding
mechanisms open to lower income countries, and has to deal the Kingdom Act on Patents,
while not having the option to protect public health by granting compulsory license.

Strong political commitment and effective leadership is needed to tackle the issue of high
drug prices. The double-layered political structure is source of confusion about tasks and
responsibilities. Responsibility for the issue is often pushed back and forth, leading to inactivity
at all levels. In this study several approaches to tackle the ARV price issue have been discussed,
which have led to the list of recommendation below. These not only involve the commitment of
the central government, but also of local authorities and stakeholders, as well as politicians at
Kingdom level.

The extensive list of recommendation shows that there are various policy options that
might improve access to affordable care. Unfortunately, none of them present the ‘Egg
of Columbus’. Instead, they are steps in a complex process towards achieving this goal.
The steps are often linked, meaning that one approach might not be successful without
implementing a second approach. Therefore, strong collaboration between all levels would
be the most important factor for success.

The central government should:

1. a. Instigate the island authorities to set firm limitations to the maximum wholesaler
en retail mark-up. Prepayment by insurance companies might facilitate introduction
of this measure;

b. Exempt ARV drugs from all duties and taxes;

c. Or instead of the above, promote HIV/AIDS treatment a primary health need, with
its consequent limitations to maximum wholesaler and retail mark-up and exemption
import taxes;

2. Introduce the dispensing fee in the SEHOS pharmacy. Taking into consideration that
7 guilders might not be sufficient fee for retailers that merely supply expensive drugs;

3. a. Establish an authority to continuously monitor ARV prices, and conduct regional

price comparisons;
b. Establish and coordinate a working group of stakeholders for effective price
negotiations. Price negotiations should be based on available information on
production costs, -prices, and price comparisons with countries similar in population
size and GNI per capita;
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Sign an Memorandum of Understanding (MOU) with PAHO Strategic Fund for
procurement of ARV drugs;

Actively participate in regional networks and partnerships for exchanging knowledge,
as to ensure that knowledge on the complex issues of intellectual property and drug
pricing is adequately gathered and shared;

a. Strong advocacy on the HIV/AIDS epidemic, high ARV prices, and consequent
risks for public health at regional and international level, as to provoke technical
and/or financial support;

b. In addition, strong advocacy on the fact that the constitutional situation presents
barriers to differential pricing, funding streams and measures to protect public
health, through compulsory license (a so called ‘catch-22 situation’);

Where patents are an obstacle to access, initiate the process of compulsory license,
which should go through the Kingdom Minister of Economic Affairs;

Take adequate measures to enable parallel import;
Consider signing an MOU for participation in the Procurement Consortium of CHAI

The island authorities and stakeholders should:

1.

Raise political awareness on the HIV/AIDS epidemic, high ARV prices, and
consequent risks for public health;

Commit political leaders to there responsibility to protect public health;
Set firm limitations to the maximum wholesaler en retail mark-up (DEZ);

Stimulate collaboration between the islands in order to exchange knowledge and
strategies;

Create or participate in a working group for ARV price negotiations;
Prepare for future autonomy by developing ARV price reduction strategies

The Kingdom of the Netherlands should:

1.

Provide assistance and expertise in unravelling the complex policy options and
identifying the most feasible ways of making HIV/AIDS drugs affordable;

Initiate a political dialogue to enhance political commitment;
Lobby for future inclusion in regional HIV/AIDS programs and donor funding;

a. Reflect on the possibility for the Netherlands Antilles to make use of compulsory
license to protect public health;

b. Support the Netherlands Antilles in granting compulsory license in case this is
considered the only option to achieve access to affordable care;

Make HIV/AIDS a Kingdom affair;

Make sure that policy followed is coherent with policies to pursue the Millennium
Development Goals

The upcoming dismantling of the Netherlands Antilles will cut away the level of the central
government. Curacao and St Maarten will become autonomous countries within the Kingdom
of the Netherlands. Despite these constitutional changes, the content of the recommendations
above will not change, only the authority that will be in charge. For Curagao and St Maarten
this will mean that they will be dealing with the ARV price issue independently. Considering the
present confusion on tasks and responsibilities, dismantling might even improve efficiency.

Human rights commitments, require that governments take all necessary steps to come as
close as possible to providing access to HIV prevention, treatment, care and support to
everyone who needs it by 2010 (51). To make ARV drugs available at affordable prices, also
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for the uninsured, will be an important step towards securing these commitments. In addition,
it is a crucial step in the fight against further spreading of the disease by removing obstacles
for implementation of a comprehensive HIV/AIDS program of high quality.
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