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The survey was conunissicmed by Interpharma on 24 September 1996. Its aim was to 
leStirnste the effect of parallel imports @%) of rna&ines on pharmaceutical companies 
operating in Europe. The time frame chosen was 1990 to the present. The importing 
countties to be evztluated were: ?I.3 enmark, Germany, Ireland, Netheriands and the UK. 

The cornpan%+ whose responses to the survey are incorporated in this report are: . 

a AkZCJ-NC&id 
Bower Ingexheim 
ciba , 
Glax& Wellcome 
HO~&hSt 

Roche . 
Mezck & Co 
Sandoz 
Sanofi 

. Between thexn; they account for 28 per cent of the EU market for prescribed medicines. 
. NERA is grateful for the data and assistance provided, without which this report would not 

have b.een possible. AU indl&dual cqmpany data were protided to NERA an a strictly 
cotidential basis and have not been, nor witl be, transmitted to other parties. 

8 , The questioxy were based on those first suggested by #&e UK Department of Ha&h in Jdy 
1996 and modi&d follow&g review by Intirpharxna and a number of manufacturers. A List 
of respondent cornpar&s was suppl&I to NERA by Iuterpharma OR 24 Sptember 19%. 
Hoechst Marion Roussel was added to the sample on 14 O$obe.r 1996. s 

On 25 %pUbet NERA circulated a detailed questi onnaire to respondents enabIjng all data 
to be preaenti in tabu.Iar or other deffined format. This was hs ensuxe a consistent approach 
by all reapondenls particularly inzelation to the calculation of lusses atibuted to PIS, .The 
deadline for return of the questio&ea was 24 October- In the intervening period NERA 
made regular cont& with all companjles to ensure that the queatiormalre on file had been 
received by e-mail or d&k and t& deal with some minor $oints raised by xespondenta. 

’ 

Some responses & part 0; whole were received late, ‘but NERA was able to include these lin 
the andysis. Others were incompiete or did not ctiorm to NERA’s format. ‘Ihas? are 

, . designated 0.5 in the table following. If all9 compa~~+.~ had supplied full information for all 

1 
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five countries, 45 company/country 
was 29.5. 

responses would have been received. The fi+I total 
’ . 

TabIe 1 
Questionnaire Responses SReceive$ 

Respondent company 

Parallel importing country 

Denmark Germany Ireland Netherlands UR Totals 

Akzo Nobel 
Boehrin@r lngelheim 
CIBA 
Glaxo Wellcome 
Hoed-w 
Merck 8x Co 
Roche ’ 
Sandoz . 
Sanofi 

Totals d 

0.5 
1 

1 
0.5 
1 
0.5 

1 
5.5 . 

1 

1 

1 
I 
0.5 
3 
0.5 
1 
1 
8 

0.5 1 
0.5 1 
0.5 1 

1 
I 
1 . 
0.5 
1 
1 

1.5 8.5 

0.5 3.5 
3.5 

1 3.5 
1 4 
0.5 2.5 
1 4 

1.5 
1 3 
1 4 
6 29.5 

NO&S 
1 = Compiete or near complete informa tioa3 supplied 
0.5 = Partial information supplied 

Given the Iack of detailed data for I&u& the &xntitative analysis in this report excludes 
that market !SeveraI companies reported no paraW imports into Ireland. 

Additional data taken from IMS were su;pIied by Merck to provide total sales figures 
where not Supplied by the ~mpanies.‘ This alsO reveaIed tIiat the r+ne participating 
~~~lpanies together represent appro&nately 28 per cent of the ECU 45 biIlion market for 
prescription medicinea in the EU. 

\ * 
Conclusions ’ , . . . 
. 

1. Losses due to parallel trade 

The most obvious e&ct of para.UeI trade is to reduce tit? revenues of nationaI opera&g 
compaxties in the importing markets. On the basis 4-F the suwey, we es&nate the aggregate 
Ioss of revenues &or the participatiq companies in Denrna rk, Germany, tie Netherlands \ 
and the UK in X996 to be ECU 323 rnibn. This is.equivaIant to seven per cent of the total 
sales revenue of these companies in t9xe markets concerned. 
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However, tfiis i-ores the partly offsetting benefits of higher sales in paiaN exporting 
countries. Taking this i11~ll0 account, #he net Iloss due to parallel trade for the companies is 
estimated to amount to ECU 113 rni.lIion. This is an increase of 11 per cent over our estimate 
for 1995. The data provided to us show losses in .I995 about 2.4 times as large as in 1990, 
although the limited data provided for 1990 make this result less statisticalIy robust than the 
others. 

Of the ECU 113 million, the largest shares &rose in Germany and the Netherlands, with 
about one-fifth in the UK and five per cent ti Denmark. Average penetration rates (market 
shares of PXs) for the most affected praducts range Jrom 12 per cent in Germany to 32 per 
cent in the Netherllands. Figure 1 in Section 1 shows the distribution of penetration rates for 
individual product presentations. 

As far as possible, we have cross-checked he companies’ estimates against the underlying 
data for parallel import voIumes and prices. In all we have verified estimates equivalent to 
a net loss of ECU 101 million in 1996, which relate to 53 products from eight companies- 

2. Mechanics of purallel trade . 

On A sdes weighted average, ex-manufacturer prices are approximately one-third lower in 
the main source countries for paraliel trade than in each of the main target countries. 

. However, as Figure 2 in Section 2 shows, there is a wide variation for. individual products. 

For the eight products on which we received more detaiIed information on mark-ups at the 
various stages of the distribution system, ex-manufacturer prices are more than twice as 

as in the source court 

Five companies provided us with examples of cases where the quality of the paralIe1 
imported product had been c 

3. Future of parallel trade : 

Factors which have led or are expected to Iead to increased parallel trade include: 

w r;he ending of the ban on parallel exports from Spati 
l the obligation on’ pharmacists .in Denmark to dispense PIs which are 5 per cent 

cheaper than normal route products; 
0 . the Federal Court case in Germany requiring wholesalers to stock PIs; 

3 
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l increased pressure on doctors’, hospitals’ and pharmacists’ budgets; 
0 internationalisation of wh&saIers and parallel importers; and 
0 the centraIised EMEA registration, unification of trade marks and brand names. 

, 

However, offsetting influences are likely to result from: 

l the ending of the obligation on German pharmacists to dispense cheaper PIs; and 
l the price reductions imposed by the Dutch Government from 1 June 1996 (although 

one respondent felt that .lower margins would lead parallel importers to seek to 
increise voluntes). 

The retider of this report sets out the results in the survey in more detail, following the . 

numbexjing in the original questionnaire (except that the &xonci part of question ‘1.3 is now 
section 3.4). 

4 
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1. THE LOSSES FROM PkLLEL TRADE 
,’ In this chapter we give the results of each question covered by the survey. . 

1.1. What is the estknated current scale of losses fvom parallel trade for the 
companies in the sample and how has it changed over titne? 

There are two main approaches to estimatig the scale of losses: 

e value of net losses t0 the company: the aggregate loss of profits to the company as a 
whole due to paralleltrade, which can be estimated by: 

Value of losses = volume of PIs x (target market price - source country price). 1 

* Z0caZ revenue lo?Fses. the loss of revenue to the operating company in the parallel 
importing market, which can be e&mated by: 

Local revenue losses =s voIume of PIs x target market price 

. In each case, the prices referred to are ex-factory prices. , 

In our view, it is the first approach that provides a reasonable estimate of the economic 
value of losses arising from parallel trade. l.mking at just local revenue losses ovex- 
estimates the losses from par&e1 trade by failing to take account of the (partially offsetting) 
gains to the manufacturing company in export&g markets. Local revenue losses provide an 
estimate of the effect on the local operating company. 2 

The companies in our survey split approx&nateIy half and half between each of the two 
approaches to estimating the scale of losses. Expecting that this might be the case, we asked 
each company also to supply underlying data on the volume of parallel trade and on prices 
to enable us to check which approach each company was using and to generate our own 
estimates for that company based on each approach. In several cases, we were unable to 
dupIicate the companies’ estimates exactly (probabIy due to the companies using more 
detailed data than us), although our estimates were in all cases close enough to support the 
companies own figures. However;, some compa&es did not supply the underlying data 
and wet were unable to verify their calculations. 

Table 2, sets out the estimated values of loses for 2996 (whole year es-ate, based on latest 
available data) and 1995. The value of those estimates which we have been able to verify 
against underlying data is shown in parentheses belaw the overall estimate. The ECU 100.9 
milLion. that we were able to verify relates to 8 companies and 53 products.3 

t This assumes rhat costs are ihe same in both the importing and the source country. 
I Even for the local operating company, the effect on profits w&l be parWXy offset by a reduction in costs. 
1 Each company was asked to give information about its five products most likcty to be affected by paralld trade. 

However, the products chosen varied between countries, givfng up to 11 products per company. Other companies 
supplied detir for fewer producw (e.g. MO companies only prov%ded data For three prod&s each). . 

5 
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‘< Table i! shows a tutal ngt loss to the companies involved of ECU 113 million in 1996, an 

I) increase of I1 per cent over the 1995 figure. Losses in the UK asad Denmark have increased 
substarrtially in the past year. Lcxses in the Nekhdands have faIlen for several of the I 
companies in ouv survey 

Spain, which has only b&come a source of paraIM exports in the p& year, was alreddy 
quoted as source country for parallel imports equivalent to app~ximately 15 per cent of ati 
losses in 1996. ’ 

Table 2 
Current value of net Zosscs 

(milKion ECU) 

Denmark Germany Neth&ands UK Total 

1996 ii.4 313.2 
(3.4) I(lOO.9) 

1995 
(2) 

40.5 42.3 15.7 x01.5 

P-2) WW (15.1) (91.1) 

chance +76% +a% -5% . 64% +1136 
(‘95 to ‘96) ’ 

Companies Akzo-Nobel A&XI-Nobel 
Boehringer-kg. Boehrmger-IrIG 

( Glaxo-WeUcome Cuba 
Hoechst Glaxo-WeIIc6me 
Merck Hoechst 
Roche Merck 
sanofi Roche 

Sandoz 
SZUlOfi 

Ak20-Nobel Ciba 
Boehringer-fng. Glaro- 
Ciba Wellcome 
Glaxo- Haechst 
Welicome Merck 
HmhSt Sandoz 
Merck sanafi 
Rache 
sand62 . 8 
Sanofi 

* losses a5 percentage of estimated profits in four tfsrget counhies;. 
** losses s percentige of estimated profits in the whoIe EU. 

Note: Fia;ues in brackets are the amounts that NERA has been able to verify &am volume and prime data 
suppllied by respond=&. 

Many. of the companies in our survey did not provide data for, 1990. Table 3 shows the 
estimated value of losses for those that di& together with comparable figures for 2995 based 
on the same sub-set of companies. The proportion of the estimate for 1990 that we were able 
to cross-check using underlying price and volume data was much smaller than for 1995 and 
1996. 

Based on lxlis sample, the value of ;losses from parallel trade has increased 2.4 times over the 
period from 1990 to 1995 (approximately 20 per cent growth a year). However, this result 

,,’ 6 

. ..c. 
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cotid be &fhznced by sample sekction bias and so cannot be considered statistically 
robust. 

. 

T&le 3 
Past value of Xosses 

(million ECU) 

Denmark Germany Nathexlands UK Total 

1990 ,?A. 0.5 5.1 17.0 22s . , 
x995* n.a. 6.0 32.6 15.0 53.6 

No. of companies 0 1 5 4 6 

* Only includes companies which provided data for 1990 

For some purposes, the estimates of local n~enue hses may also be of interest. These are 
shown in Table 4.. As with the earlier tables, we have used companies’ own e&mates where 
they are based on this approach. lV@%A es&mates have been used where the companies’ 
estimzttes corresponded to the aggregate value of losses. The proportion of these estimates 
that W? were able to cross-check was broadly siniiar to t;he estimates of economic Ioss in 
Table 2. 

Table 4 
LoearX revenue losses 

(miruon ECU) ’ 

Denmaxk Germany Netherlands UK Total 

1996 129 63.8 125.8 100.6 323.1 _ 
1995. 6.4 81.6 121.1 803 289.8 

1996 icmi as % OF s&s 1336 3% 26% 8% 7%' 
3%* 

No. of colnpanies ’ 7 '9 9 6 9 

reveawe lossfs as pemenhge of s&s in four bget countrks- 
II* revenue lcmses as prtzcenbqe of de5 in the whole EU. 

Fe estimates of local revenue, losses are about 2.9 time5 greater than the estimates of 
econcmic loss from Table 2. In other words, apprqximately &5 per’cent of the loss to local 
opera&g companies from par&e1 trade is offset by increased sales in the source counties. 

7 
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: 1-Z What: are the shares of overa sales an4 of particular product sales th& are 

I Wken by parallel imports? 

Table 5 shows.the share of overall saI& taken by paraliel imports (the penetration rate) in 
each country. The figures are averages, weighted by saIes.value, for all products on which 

r we have this information. However, it does not follow that these PI penetration rates apply 
to country marlkets in total. It is likely that respondents have cited their products that are 
most severely affected. 

Table 5 
Average PX penetration rates for sampled products 

(per cent of total sales by volume) 
. 

Denma$k Germany Nethedands . UK Weighted 
average 

1996 24 12 32 15 17 

199s 9 13 34 7 , 15 

199of n.a. n.a. 11 6 9 
No. of companies 

. 3 6 8 5 \ 

q 1990 data relate to fewer products than 1995 or 2996. 

Figure 1 shows the distribution of the shares for individual products. This shows that most 
parallel imports have marker: shares of up to 30 per cent. However, there are also a 
substantial proportion with shares in excess of 50 per cent, particularly in the NetherIancls. 

The sources of this ir\fonnation varied between companies. IMS was the most commonly 
quoted source. 
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1.3. Do para& ixnpom have any effect on your pricing decisions in parallel 
.f import&g countries? 

Number 
Yes 5 
No 3 
No response 1 
Counlries cited under ‘yes’ 

Denmark 3 
G-Y 1 
Netherlands , 1 
General 1 

1.3.1. Denmark 

In Denmark the PI driver tl+t affects respondents’ pricing decisions is the combined effect 
of the following measures: 

+ the introduction in June 1993 of a reference price system based on the average price 
of the two cheapest comparable packs of defimed products; 

0 a statement from the authorHie5 to retajl @armacists in 1994 &at they were to 
dispense a parallel import if it was cheaper by more than DIM (ECU 0.68); and 

* an amendment to Danish pharmacy law, introduced in October 1996, with a 
schedule which reqptires pharmacista to dispense the cheapest medicine whether a 
PI or generic, if it is five per cent cheaper than the normal route or original product. 

The effect has been to force manufacturers to reduce the price of normal route products to 
w#thin pharmacists’ discretionzxy margin or otherwise lose substantial IYtarket share to PIs- 
The result has been a continuim\g and large number of p&e reductions. Examples cited by 
respondents suggest that from 1993 onwards price cutting began in response to PIs and has 
become more widespread and frequent as the number of PI products increased on the 
market. These price cuts, though smalI individually, have accumulated into a substantial 
overaN price decrease. We were told that there have been 2,400 such price reductions in a 
year resulting from the presence on the market of 930 PI products. The downward pressure 
on prices from PIs is facilitated because all pharmacists have prices on computer that are 
updated by the health authorities every Fortnight. Pharmacists therefore know precisely 
whether they are free to dispense a normal route product or not. 

According to one respondent, Danish medicine prices fell by IS per cent in the past two 
years, far exceeding the price reduction of 5 per cent far prescription medicines that was 
negotiated between the industry and t?he health ministry, We were informed that parallel 

10 
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imports now account for 7 per cent by value of prescription medicmes and that 17 paralle1 
importers have been licensed including Polypharma, one of the largest Dutch parallel 
traders. 

Another’respondent cited four of its products whose prices had been reduced by 15 - 50 per 
cent irk order to compete with PIs. 

1.3.2.. Germany 

0ne respondent confirmed that although their company does not lower prices to compete 
with PIs, they. exercise price restraint for products where PIs are offered in the market. 

l-3.3. Netherlands ’ 

In the Netherlands, price competition from PIs compels p&e reductions in some cases. One 
company quoted the &se history of a product launched in 1992 that had seen its price 
reduced by 12 per cenf: in 1993 and 20 per cent in 1994. Even so ti had not prevented the 
market share taken by l?Is increasing to 50 per cenk 

On tie other hand, other respondents said that the new law introduced in June 2996 that 
reduced Dutch prices for individual products to the average of the price concerned in 
Belgium, Fmce, Germany and the UK had, by Iowering the prices of’ normal route 
products, the effect of significantly reducing the pen&r&ion of I%. 

l-3.4. EU wide 

One respondent confirmed that when launching new products it was their intention to keep 
the band of the sr$ling price Ievel as narrow as possible but this aim was compromised 
because “authorities in practically aII European countries have the fii word on prices since 
they decide on the reimbursement status of a producV- , 

1.3.5. Comment 

From the survey, it seems that PI.s are having a siguiBcax’& and continuing effect of lowering 
prices in Denmark In the Nefierlands the import penetration of PIs has been checked by 
the new comparative pricing scheme introduced in June 1996. In Germany, where the 
penetration of PIs has historically been low, the existence of PLs may deter price increases 
for some products. Within the EU generally, new products now have their ‘prices set with 
tie threat of parallel %rade & mind. 

11 
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1.4. Do parallel imports have any effect on the price decisions of authorities or 
h fking the p&es at whicxt products are m&&x.rsed? 

Number 
YeS 5 
NO 3 
No response 1 
Countries cited under ‘yes’ ’ 

Denmark 3 
Germany 3 
Ireland 1 
Netherlands P 

1 

1.4.1. Denmaik 

As noted earlier, the reference price system introduced in June 1993 uses the average of the 
two cheapest comparable packs of defined products avzdlable. Thus, the prices of PIs reduce 
reference prices and so affect all pro+xts in the group. 

One respondent stated that under the most iecent regulation the pharmacist must inform  
the patient if he or she proposes to dispense a product other than the cheapest’. The doctor 
or patient can stipulate that the original product be dispensed but in other cases the 
pharmacist now feels an obU,gation to dispense the lowest priced product 

X.4.2. Germany 

Two responder& pointed out that PI prices are included in the calculation of reference 
p-ices and so reduce the reference price of the group. Another stated that when the 
reference prices within a group of medicines are recaiculated every two years, the regression 
model takes account of price and market share of each product in the group. 

1.4.3, Ireland 

Under an agreement between the pharmaceutid manufacturers and the Department of 
Health reimbursement prices are restricted to the average of prices in Denmark, France, 
Germany, Netherlands and,the UK. Since the price of ‘PIs help to set prices in. Denmark, 
eermmy and the Netherlands, there is a knock-on effect on Irish prices. 

3.2 
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Respondents referred to the fact that from June 1996 Dutch referenqe prices are based on an 
average of the price for the product in question in Belgium, ]France, Germany and the UK. 
In the two latter countries, it was stated, PXs hold down national prices and thus affect 
Dutch. reference prices. . 

1.4.5. UK 

One respondent referred to the Departurent of Health’s claw-back scheme that -recovers 
discounts on PIs received by retail pharmacists 

1.4.6. Coxnmeri 

The concept of setting reimbursement prices based on the price of individual medicines in 
other RU member states is now widespread. Xn Denmark and Germany no external price 
comparison occurs, but in the former the price of 131s is now a powerful driver for reducing 
reimbursement prices. By basing reimbursement prices oti the lowest price avaJ.iabIe, 
Denmark is importing a PI price to the market along with the product itself. 

The same is true in Germany, but the impact of I% on German prices is less than in 
Denmark. This is because 

, 
* the reference pricmg system takes account of the prices of all products in the group; 

* patented products are excluded from reference pricing; and 
l the market share of Pl[s is low, thus reducing their impact on reference price 

calcuMions. 
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2. THE MECHANKS OF PARALLEL TRADE 

2.1. What are the average p&e differences of the most affected products? 

a) ex-factory p&es in the exporting and importing country 
b) retail prices of the original product and the imparted product in the importing 

COUEktl7y 

Table 6 shows the average priqe differences in 1996 in each country, based on the data 
provided for each company’s top five parallel traded products in each country. The 
averages are weighted by the value of domestic market sales. 

Table 6 
Parallel import prices relative to nonma route prices; 1996 

(percentage difference) 

Denmzirk Germany Netherlands UK Average 

Ex-factory -38 -34 , -33 -33 -34 

RetAI -6 -12 -17 n.a. -13 
No. of companies 3 6 7 4 

The average ax-factory price ‘differences for each of the four main target countries are 
rema&abIy sirnik, with parallel import prices being one-third Iower than those for normal 
route products. However, on an individual product basis, there is considerable variation in 
the prke dtiferences, as shown in Figure 2. In haif of the 129 product presentations for 
which we had price data, the ex-factory price of the parallel import was between 60 and 90 
per cent of the “normal route” price. As many as 1 in 5 .of the products were available to 
paraUe1 importers at ex-factory prices below 40 per cent of the price ti the target country. 

Differences in ret-&l prices belween parallel import and normal route products are much less 
marked, indicafing that a substantiali proportion of the gain from parallel trade accrues to 
distributors rather than final $z.rchasers. These retail price figures should be treated with 
caution: in some cases t%ey refer to pharmacy purchase prices. 

14 
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2.1 (c) Please give one (or mare) example(s) of the current mark-ups at each stage of the 
normal and Pi distribution chains for your product(s) using the following table 

To be useable, marktips at every stage of the normal and parallel routes were needed. Eight 
such responses were received. 

Number 
Denmark ’ 1 
Germany 3 
NetherIands 3 
UK 1 

The results for these eight examples are given in the fofollowing table. From responses it 
seems that the volume of PIS soXd to hospitals is slight and so hospital sales ark not covered 
by the table- Setting the ex-manufacturer price in the exportig country as 100, on average 
we found in this sample &zlt: 

0 the ratio between the ex-manufacturer price in the export&g and target countries 
was 2.14; and \ 

0 the ratio between the ex-whoksaler price and the ex- ortet price in the 
target country was 1.28. &he normal 
w~~~~~~~~~~,~~~~~~~nt. . I 

Table 7 
Distribution chain mark-ups and ~pxice ratios 

Parallel import route mark-ups Average Highest Lowest 

. Price ex-manuFactLZrer, exporting country 100 mi 100 
Price ex-whobzsater, expordng country ,113 114 104 
Price ex-parallel importer, target country 190 439 110 
Price ex-pharmacist, target country 305 717 148 

Selected ratios, normal route over PI route 

Price ratio: (ex-manuFacturer, target counby)/(ex- 
manufacturer, exporting country) 
Price ratio: (ex-wholesaler , target counhy)/(ex-parallel 
importer, target country) 

2.14 4.67 1.24 

1.28 1.79 1.00 

16 



e .20.. AU!. 2002 16:14 EFPIA ---NO. 1584- ‘-P. \9/25’ 

I-MXP/a. The Mechanics of Parallel Trade 

21.1. Comment 

No value is 
added to the medicine. Indeed, it is arguable that by repackaging, reIabeIling or reprinting 
the package inserts in a new language, value is removed from the finished product rath&r 
than added to it. 

d 
This would entail a detailed examination of 

recounts received by pharmacisrs, and exchequer 
effects in terms of reduced corporation tax on the profits of manufacturers. 

only in De&rk does the patient obtain some &rert: benefit through lower PI prices. By 
contrast, inGermany and tie UK patients pay a flat male fee that is not related to the price of 
the medicine.4 In the Net& rY 
at the time, of’ tie surve to 

2-2. Are you aware of irtstances in which the quality of parallel imports was 
compromised? , 

Y&5 
No . 
No response 
Cormtries cited under ‘yes’ 

‘Dexamark 
Germany 
~Nethdands 
UK 

Number 
5 
3 
1 

2 

3 
1 
1 

The respondents who replied ‘yes’ alI provided concrete examples: Some of these related to 
minor labelling inEringem.ents that the importer rectified. Other examples were more 
serious, for instance: 

1 In Germany p&en& can pay ztn excess as well as the flat r;rtc pvscription charge iF the manufacturer sets the price 
above the rcfmence price, but this LS rare. 
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m an indication stated as approved for the fi which was not approved for the direct- 
route product. As a result the importer recalled the stock, applied for a variation to 
the licence and &en re-labelled and ‘distributed the product; 

* content of active ingredient was wrongIy stated which the importer then corrected; 

m a number of PI products whose repackaging by the parallel importer did not 
conform to legal requirements as exemplif%ed by 

‘numerous examples’ of faulty b&&numbering Such as hifferent batch 
number on-&e blister and the box which would become dangerous in the 
event of recall; 

adaptation of original batch numbers to those of the importer; and 

absence of insert leaflets. 

222. Comment 

Parallel importers have a vested interest in persuading customers that PI products are of tl\e 
as those of norm&route. 

ts. The Iatter in 

2.3. Has your company had cases of counterf&~p~odts reaching pharmacists 
through the paxaIM import chain? 

Number 
Yes ? 3 
No 4 
Don’t know 1 
No response 1 
Countries cited as ‘yes’ or ‘don’t know’ 

Denmark 3 
Netherlands 1 

One company cited three cases in the Netherlands, all referring to a best selling product. In 
the, first two cases the counterfeit contained the correct active ingredient!, and the third case 
is stiJ.I under investigation. The counterfeits came to light through sales representatives and 
wholesalers. In one case, the importer paid compensation to the manufacturer. 
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c 
One of the Danish cases concerned trade-mark inkringemenk The respondent reported that 
certain of their products manufactured in Spain were renamea using the Danish brand- 
name without authorisation, The other case related to batch-numbering t&t the 
manufacluter did not recognise. 

The response ‘don’t know’ is based on the suspicion that Pfs of a product from  Greece to 
Denmark exceed the amount available in Greece by the manufacturer, suggesting that some 
of Ehe product entered Greece from  another source. 

23.1. Comment 

On the basis of the survey, the description and identification of counterfeiits seems to bg a 
grey area. For example, faulv batch numbering gives rise to the suspicion but not the 
certainty fhe products are counterfeits. if a counterfeit is defined as a product made by a 
third party and intentionalfy presented as the original, the incidence of proven counterfeits 
discovered by respondents in the PI distribution system has been slight to date. However, 
the ‘don’t know’ response m ight give cause for concern. 
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F-. 
3, THE l?UTURE OF PARALLEL TRARE 

3.2. 1s there +t exlpxanation for the apparently M&d scale of parallel trade (if 
tiat is the case), given the size of the price cliffexentids in the EU? 

Eight of the participating companies commen ted, genetally not agreeing with the premise in 
the questiqnnaire. Their.comments can be summarised as follows: 

e new products are inhoduced at harmonised prices; 

* parallel kaders have probIems with supply e.g. from Spain, Greece and Italy; 

e Ireland is too small to be a commercially interesting market; 

e some large volume products have gone off-patent in the IX; 

e parallel imp&em in Germany and UK are generally small concerns with limited 
financial capacity and marketing power; and 

e the degree of acceptance by phaxmacists and patie& of PIs is lower in some 
markets, notably if there is no mandate or incentive for the pharmacist to dispense 
PIS. 

3.1.1. Comment 

As shcwn earlier, some products and companies suffer much more severeIy from parallel 
trade than others. The over&l level of parallel trade is of less concern to them than the 
immed,iate losses of revenue and profit on what Tliay be their most successf# products. 

3.1.2. Have there beea changes to the drivers in each of the main importing markets 
(Denmark, Germany, Ireland, Netherlands and UK) that in your company’s, 
experience have affected par&M iyports? 

Eight compa&s provided c&runer&, The ending of the ban on paralle1 exports from Spain 
of patented products was quoted by most respondents as a potent new driver. Other 
comments are ad as foIlowsz 

0 in Denmark reference pricing coupled w&h the obligation on pharmacists to 
dispense’ PIs when they are I;lore than 5 per cent cheaper than normal route 
products has proved a powerful driver; 

l in Germany during the ’90s there was a legal obligation on pharmacists to dispense 
PIs if they were DM5 or 10 per cent cheaper, This has recently been rescinded. On 
the other hand, the decision of the Federal Court that wholesalers should stock l?Is 
was mentioned as working in the opposite direction. The Gesundheitsstruktxqesetz 
(structural health law) which aimed to confx& expenditure on medicines led to a 
boom in I%; 
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0 in l’reland there has been increased discountmg and bonuses fox norm&route 
products and this has ieduced the athraction of PXS; 

* in the Netherlands the price reductions imposed by the government from I June 
1996 under the new system of cross-border price comparison were cited by some 
respondents as having lowered the penetration of PIs. One respondent felt that 
pharmacists would compensate for lost revenue by tryirtg to increase the volume of 
l?Is dispensed; and . 

* centmhsed Eh43.A registration, the unification of trade marks and brand names were 
mentioned as jikely to stimulate parallel trade. 

- 3.1.3. Carnment 

From the survey it seems ‘that goverrunent intervention in the market is seen as a potent 
driver for parallel trade. For example, in Denmark t&e: obhgation of pharmacists to dispense 
the cheapest product (generic or PI) under the ‘five percent’ rule is seen as both stimulating 
the v6Ilume and value of PEs and also driving down the Price of nonnaZ route products, 

3.2 Axe there any reasons to expect the scale of parallel trade between the 
cwrent members of the EU to increase? 

Number 
Yes 6 
NO 1 
No response 1 
Yes and no 1 

Four companies expressed the view that lifting the ban on Spanish exports will continue to 

stimulate parallel Wade. ‘Other reasons given mchaded the following: 

'* about 11 importers have now been established in Dexunar k, some with links to other 
countries, notably Polyfarma . Ihe original and leading Danish importer, Paranova, 
has set up branches in Norway, $weden, Germany and Finland;. 

, 
I) pressure on doctors’ medicine budgets in Germany will influence them to prescribe 

PISZ; 

e centralized registration of new medicines will assist PIs; 

l international mergers and acquisitions of wholesalers also will assist PIs; 

* in the Netherlands there will be increased pxessure on hospitals and pharmacists to 
substitute PXs; and 
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0 the trend toWards UniEication of trade-marks, brand names and pan-European 
trading will stimu.Iate paraIIe1 frade. 

3.2.1. Comment 

The evidence of pan&i trade flows presented in Section 1 tends to con&m respondents’ 
perceptions that, taking the EU as a w;hoIe, PIs are likely to increase in volmne, value and 
penetration Spanish parallel exports have achieved signi&ant penetration in 1996. Traders 
have evidently judged’ that Ciause 47 of the treaty of accession has expired and that even 
though the ECJ has found in f&our of Merck and Co, parallel products from Iberia traded 
between October 1995 and the court’s decision would have been legaL Since Spanish prices 
remati well below those of most other EU member states, the prospects for increased 
parallel trade are limited only by the availability of supply. The latter point is now under 
consideration in Bayer’s appeal against the EC in the case of Adalat 
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4. PRODUCT LAUNCHES ‘. 

4.1. ‘Et is possible to document cases wXrexe tI\e launch of a product was 
delayed because of negotiations with nationall govexmnents, or a product 
was removed from  a reimbursement list because of inability to achieve 
price agreemqzmt due to the threats of paralIeZ trade? 

Two compar+s replied ‘yes’ and gave specific cases: 

m  Company A. One prod& was withheld from  Spain in 1992. A second product was 
titrohuced in Spain in 19% after a three year delay; 

* ‘Company B. One product’s introduction was delayed in My for 18 months, anWher 
for two years, ajnd a third alas been withheld for 12 months to date pending price 
negotiations. 
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