IN THE HIGH COURT OF MALAYA AT KUALA LUMPUR

(COMMERCIAL DIVISION)

CIVIL SUIT NO: D - 22IP - 23 - 2011
BETWEEN

1.
B.BRAUN MELSUNGEN AG

2.
B.BRAUN MEDICAL SUPPLIES SDN BHD 

(Company No. 56425-H)


    
          …  PLAINTIFFS
AND
1.
MED8 SDN BHD 
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2.
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T/A PERNIAGAAN NASLINE
3.
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4.
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T/A HSQA TECH

5.
GMMI SDN BHD

(Company No. 828046-P)


               …   DEFENDANTS
GROUNDS OF DECISION
Background facts

1. The plaintiffs are seeking an interlocutory injunction against the defendants for the infringement of a patent which has been registered in Malaysia.

2. The 1st plaintiff, BBraun, is a German company.

3. The 1st plaintiff holds the Patent No. MY-143155-A entitled “spring Clip Safety IV Catheter (“MY-155A Patent”) which covers an invention of a safety IVC with a protective needle guard which will automatically cover a needle tip when the needle is withdrawn from the catheter hub, to prevent against accidental needle sticks.

4. The 1st and 2nd plaintiffs, manufacture, distribute, supply and export for the global health care market, medical devices including, inter alia, safety intravenous catheter (safety IVC) products. An intravenous catheter is a device through which intravenous fluids are administered directly into a patient’s vascular system. It consists generally of a needle positioned in the hollow of a catheter whereby the healthcare worker (nurse/doctor) will insert the needle and catheter together into the patient’s vein, forward the catheter into the vein by pushing it with his or her finger, and then withdraw the needle.

5. The defendants manufacture, distribute, market, sell and/or offer for sale the safety IVC products Easy-Port Safety, Easy-Pen Safety, Easy-Cath Safety, Easy-Cath Wing Safety, in Malaysia under the name Med8 (“the Infringing Product”).

6. It is the plaintiffs’ contention that the Infringing Product incorporates the features covered in the claims of the MY-155A Patent and therefore infringes the claims of the MY-155A Patent.

7. The defendants maintained that their product in no way infringes the plaintiffs’ patent. 

8. The plaintiffs thus seek an interlocutory injunction in the following terms :

a)
To prohibit the defendants from making, importing, using, selling, stocking or offering for sale the infringing product;

b)
An order for the defendants to remove, retrieve or recall the infringing product from all outlets supplied with the same; 


and

c)
An order for the defendants to deliver up the infringing product to the plaintiffs’ solicitors.

The Plaintiffs’ Case 
9. Since 1972, the 1st plaintiff has had a presence in Malaysia.

10. The plaintiffs have set up in Penang, Malaysia, a large manufacturing plant for their products and this plant manufactures and supplies all of the plaintiffs’ worldwide capacity of safety IVC products. Hence, the Penang plant alone manufactures and supplies inter alia safety IVC products to meet the worldwide demand.
11. The plaintiffs have invested a huge amount, approximately RM562,000,000.00 in IVC products generally in Malaysia.

12. The Plaintiffs employs 1,200 employees who are directly involved with the manufacture and distribution of its IVC products generally, and another 600 employees who are indirectly involved.

13. It is the plaintiffs’ case that much resources and expenditure have been expended in creating and building a market for safety IVC products in Malaysia. There is a distinction between general IVC products (without a needle protective guard or any safety feature) and safety IVC products. Safety IVC products comprise a safety feature, that is, a protective needle guard which activates to cover the needle tip once the needle is withdrawn. In this way, the safety IVC operates to protect the healthcare worker and others from injury and infection arising from needle stick injuries.
14. Previously, the healthcare industry in Malaysia used predominantly general IVC products. These IVC products exposed healthcare workers to the risk of needle stick injuries. The use of safety IVC products or even knowledge about the same was extremely limited. The plaintiffs then expended substantial efforts and resources in educating the Malaysian public about raising safety awareness and standards in the medical practice. Inter alia :
i.
The plaintiffs conducted presentations, workshops and seminars for users and potential users of safety IVC products. Through these workshops and seminars, the public were educated about the risks involved in using IVC products (e.g accidental needle sticks), and were made aware of the benefits and advantages, in terms of safety, using safety IVC products;
ii.
The plaintiffs introduced and provided safety IVC products to the healthcare industry, and ensured that users of the plaintiffs’ safety IVC products had easy access to guidance and assistance in learning to use the safety IVC product. This the plaintiffs did by engaging experienced nurses as full time field staff to visit users regularly to provide on-site and hands on demonstration to the users, and answer any queries or doubts that the users may have; and

iii.
  Efforts were also made to engage the officers from the Ministry of Health in a bid for information exchange and promoting a safer environment for healthcare workers and medical personnel.   

15. As a result of the plaintiffs’ efforts, the healthcare industry became familiar with and began to gain confidence in Safety IVC products. Hospitals began to switch from the use of general IVC products to safety IVC in order to minimize the safety risks to their staff.

16. The plaintiffs further continue to invest substantially in their Malaysian operations. They are currently expanding their operations and facilities in Penang and expenditure for expansion for this year and in the immediate future for IVC products amount to about 300,000,000 Euros.   

17. It is through the unrelenting efforts and expenditure of resources by the plaintiffs that there is now a market for medical industry in Malaysia, and that the healthcare and medical industry in Malaysia has come to accept safety IV catheters. It is further a result of extensive efforts of the plaintiffs that the safety of healthcare workers in Malaysia has been significantly improved through the understanding and use of safety IVC devices.  

The Defendants’ Case

18. The defendants disputed the plaintiffs’ claim and contended that the MY’155A Patent is invalid.

19. The Easy-Port Safety, Easy-Pen Safety, Easy-Cath Safety and Easy-Cath Wing Safety marketed and distributed in Malaysia which are alleged to be the Infringing Products under the MY’155 Patent comprise an innovative and new safety device comprising its own unique needle guard and locking means.

20. The said safety IV catheters with the innovative and new safety device comprising its own unique needle guard and locking means was invented by and is the proprietary right of Poly Medicure Limited, a company incorporated in India.

21.    It has been sold in various jurisdictions around the world whether by Poly Medicure Limited, its subsidiaries, licensees or business partners under and by reference to the name “Polysafety” (“Polysafety IV Catheters”) since 2007. The said IV Catheters with this innovative and new safety device comprising its own unique needle guard and locking have also been sold in various jurisdictions through licensing/contractual arrangements by Poly Medicure Limited where the product is sold under and by reference to a different trademark (“polysafety IV Catheters”). 
22. Sometime on or about 12.11.2009, Poly Medicure Limited granted a license to Med8 GmbH, a 100% owned subsidiary of the 5th defendant and a related company of the 1st defendant, to amongst others, manufacture, distribute and market the said safety IV catheters with the innovative and new safety device comprising its own unique guard and lacking means in Malaysia.

23. The manufacturing activities pursuant to this license are to be carried out by Med8 GmbH’s parent company, the 5th defendant, while the distribution and marketing of the said IV Catheters are to be carried out by the 1st defendant.

24. The said IV Catheters have been marketed and distributed by the 1st defendant in Malaysia under and by reference to the trade mark “Med8” (“Med8 IV Catheters”) and bearing the names Easy-Port Safety, Easy-Pen Safety, Easy-Cath Safety and Easy-Cath Wing Safety since the end of 2009. The 1st defendant also markets and distributes the Med8 IV Catheters in other countries in South East Asia and the Middle East.

25. The Med8 IV Catheters utilize the same technology and comprise the same features as the Polysafety IV Catheters.

26. The 3rd defendant is an agent of the 1st defendant in respect of the Med8 IV Catheters in Malaysia.

27. The 2nd and 4th defendants were formerly the agents of the 1st defendant. However their appointment expired on 30.4.2011 and they are no longer authorized and no longer offer the Med8 IV Catheters for sale. In fact the 2nd and 4th defendants did not and have not made any sales of the Med8 IV Catheters in Malaysia at any time during their appointment as the 1st defendant’s agents.  

28. The manufacturing activities in respect of the Med8 IV Catheters are presently carried out by the 5th defendant through an outsourcing arrangement, pending completion of the transfer of part of the production line in respect of the manufacture of the Med8 IV Catheters to the 5th defendant’s manufacturing plant. The facilities in respect of the packaging of the product have already been completed and installed at the plant.

Principles of interlocutory injunction

29. To succeed on this application for interim relief the plaintiffs must establish that there is a serious question to be tried, and the balance of convenience lies in favour of granting of relief. Ultimately, the overall justice of the case must be considered (see American Cyanamid v Ethicon AC 408; All ER 510 and Keet Gerald Francis v Mohd Noor bin Abdullah [1995] 1 MLJ 193).

30.  Assuming there is a serious question as to infringement, the next issue will be whether, in assessing the balance of convenience, an award of damages to the plaintiffs would compensate it for any loss it suffers before trial, assuming it succeeds at trial. If an award would compensate that is the end of the matter. As Lord Diplock said in American Cyanamid at AC 408; All ER 510 : 
“If damages in measure recoverable at common law would be an adequate remedy and the defendant would be in financial position to pay them, no interlocutory injunction should normally be granted, however strong the plaintiff’s claim appeared to be at that stage.”

31. Also to be assessed is whether an award of damages would compensate the defendants if interim relief is granted but the defendants succeed at trial. However, where damages would compensate neither adequately, the status quo and the overall justice of the case assume decisive importance (See Ashmont Holdings Ltd v Bayer New Zealand Ltd (HC AK, CIV 2007-404-3518, 10 September 2007).

Serious issues to be tried

32. In my view, there can be no debate that the plaintiffs have raised a serious question to be tried as to the fact of infringement.

33. The MY-155A Patent has been granted to the 1st plaintiff, and the 2nd plaintiff is the exclusive licensee in Malaysia of all of the intellectual property rights in the products and processes of the 1st plaintiff.

34. The report of Mr Noel J Akers (“Independent Expert Report”) where he conducted a study and analysis and found that the Infringing Product infringed all claims (Claims 1-8) of the MY-155A Patent. Mr Noel J Akers is a qualified UK and European patent attorney with experience in inventions involving medical equipment. He analysed the Infringing Product against the claims of the MY-155A Patent both from a legal and technical perspective.      

35. The defendant are not disputing that they are manufacturing, distributing, marketing and offering for sale the Infringing Product. However, the defendants dispute that the Infringing Product falls within the claims of the MY-155A Patent. 
36. The defendants at this stage have made no study of its own. It is not equipped to mount any cogent challenge to the stands on which the plaintiffs rely.

37. However, the defendants have raised issues relating to the validity of the MY-155A Patent.

38. On this issue, the defendants claim that the MY-155A Patent is invalid inter alia because the claims of the MY-155A Patent (which is divisional of the MY-712A Patent) allegedly include matter beyond that disclosed in the MY-712A Patent, the Application No PI 20083602 and is not based upon its own Description and Drawings and in fact are so wide that they bring within their scope many prior art patents for safety IV Catheters.

39. In relation to the defendants’ contention that the MY-155A Patent is invalid, authorities show that validity should not be considered in depth at this stage but it has consistently been held as contributing to triable issues (see Carroll & Ors v Tornado Ltd [1971] RPC 401, Belfast Ropework Co. Ltd v Pixdane Ltd [1976] FSR 337, at 342 and Monsanto Co v Stauffer Chemical [1984] FSR 574, at 578 and Aventis Farma Sa (M) Sdn Bhd & Anor v Rohibul Sabri bin Abas @ Megat (t/a Dabur Enterprise) & Anor [2008] 3 MLJ 451).

40. Having regard to the principles in the authorities cited above, for the present purposes, all the challenges that the defendants make to the validity of the patent, seems to me, to be seriously arguable issue that can only be resolved definitely at trial.
Balance of convenience

41. I come to the question of the balance of convenience.

42. The first point which is made by the plaintiffs is that the test conducted by the Italian Tender Commission Report shows that under pressure, the needle of the defendants’ product may slip out of the plastic protection and have caused a risk of accidental needle prick. This is further supported by the independent report of Dr Hans Haindl and the report of the plaintiffs’ research and development personnel. 
43. I must emphasis that the test conducted and the evidence submitted by the plaintiffs is not rebutted and shows that there are indeed safety risks related to the defendants’ product. In fact the plaintiffs averred in its affidavit that Poly Medicure Limited’s Australian distributors, Multigate voluntarily removed several sizes of the defendants’ product from the market after safety concerns were raised.
44. The next matter for me to consider is whether damages would be an adequate remedy for the plaintiffs. I do not think that they would be.
45. In relation to this I accept the plaintiffs’ contention  that these safety issues regarding the Infringing Product adversely affects the goodwill and reputation of the plaintiffs based on the following grounds :    
(a)
There is a risk that end users (the healthcare workers, doctors and nurses) think that it is the plaintiffs’ safety IVC product that they are using. The defendants contended that the Infringing Product would not be mistaken for the plaintiffs’ safety IVC product as they bear different trademarks and can be distinguished.  

(i)
However, it appears to me that in both the Infringing Product and the plaintiffs’ product, the needle guard is hidden by the hub and thus cannot be seen. For all appearance purpose, the Infringing Product and the plaintiffs’ safety IV Catheters product are very similar.

(ii)
In this regard, the products are small in size and any differences would not be noticeable, particularly to end users who would rarely pay attention or take time to examine the product before using it.

(iii)
Both the Infringing Product and the plaintiffs’ product are packaged in the same manner.

(iv)
The marks on the individual packaging of the product are small and not noticeable. End users would not pay attention to the back of the packaging before they remove the packaging to use the product.

(v)
The plaintiffs are market leaders and hold a 90% market share. This means that most of the safety IV Catheters products in the market are from the plaintiffs. Users thus readily associate safety IV Catheter products generally to the plaintiffs. Thus, when they use a safety IV Catheter products, the first impressions would be that it is a B.Braun product.

(vi)
That users may mistake the Infringing Product as coming from the plaintiffs is further evidenced by Sing’s affidavit where it was averred that complaints had been received from nurses who thought that they were using the plaintiffs’ product when in fact, it was the Med8 product that had likely been used.

(b)
There is also a risk that users will lose confidence in the use and effectiveness of safety IVC products generally. As stated, the plaintiffs’ enjoy 90% of this market share. 

46. Thus, there is a real risk that any safety concerns or defects in the Infringing Product will result in significant damage to the goodwill and reputation of the plaintiffs which the plaintiffs have spent substantial resources and efforts to build up. It would also cause users to lose confidence in safety IV Catheters products generally. The plaintiffs hence stand to suffer irreparable harm as damages to reputation and goodwill are impossible to assess and quantify in monetary terms. In SAP Malaysia Sdn Bhd v I World HRM Net [2006] 2 MLJ 678 Vincent Ng J stated :
“It is also to be noted that damage to reputation and goodwill are impossible to assess and quantify and as such the plaintiffs cannot be adequately compensated in monetary terms.” 

47. It must be emphasized that since the plaintiffs have 90% of the safety IVC market in Malaysia which remain unrebutted, their goodwill and reputation would be tarnished if the defendants’ Infringing Product should fail thereby cause damage which is very difficult to quantify.

48. On the other hand, in my view, based on the facts and circumstances of this case, damages would be an adequate remedy for the defendants.
49. In my judgment, the grant of an injunction would not cause any substantial injury to the defendants’ reputation and goodwill. Firstly, the defendants are relatively new in the market and have only a small market share. The risk of this must be weighed against the long-term damages likely to be suffered by the plaintiffs if the injunction is not granted. As stated earlier, such losses cannot be compensated by damages. The plaintiffs are the market leader and have 90% of market share. Damage to its goodwill and reputation would far outweigh any to the defendants. Further, the defendants can continue selling and investing in their many other products.

50. I find that there is no merit in the defendants’ contentions that an injunction will render the 1st defendant unable to deal with their primary product and lead to a standstill of their entire operations and standstill of the 5th defendant’s manufacturing plans and activities in respect of the Med8 IV Catheter. 

51. In relation to this, I am of the view that the 1st and 5th defendants’ business will not come to a standstill. The evidence shows that they are manufacturing and distributing a wide range of other products. This can be seen by a study of the 1st and 5th defendants’ website, and the documents produced by the defendants themselves at Exhibit A-16 of the defendants’ affidavit in reply. The evidence shows that the defendants are supplying a wide range of products and services including standard IV catheters, infusion sets, 3 way stopcocks, flow regulators, extension lines, safety scalp vein sets, plastic moulding and extrusion, medical devices assembly, packaging, sterilization, design research and development of medical devices. The evidence also shows that the 2nd to 4th defendants supply a wide range of products, not only safety IVC products. 

52. Hence, the defendants’ assertion that their business would be forced to close down and employees terminated have no merit as they clearly deal in many other products, and actual manufacturing activities are not even carried out in Malaysia. There is no evidence that packaging or other activities has even commenced in Malaysia.

53. The defendants have also submitted that they are in the midst of being considered by the Ministry of Health as its primary supplier of IV catheters, and have pending orders. On this issue, the court accepts the plaintiffs’ contention that there is no evidence to support the defendants’ assertions. Such losses and losses from pending orders would in any event be able to be compensated by damages. 

54. Since the 2nd and 4th defendants are no longer distributors, any injunction would not cause any loss or damage to them.

55. Further, I am clear on the evidence before me that the defendants would necessarily be in a position to meet any award for damages which may be awarded if the plaintiffs succeed at the trial. This being the case I am satisfied that the defendants are sufficiently protected from foreseeable damages which may arise from this interim injunction.

Delay

56. The only other matter that I have to deal is the defendants’ complaint that there was delay on the part of the plaintiffs in bringing this plaintiffs’ application. However I am satisfied that no blame should be attached to the plaintiffs for not bringing their action before 18.5.2011( the date of the writ) based on the following grounds :

(a)
The health and safety risk revealed in the comments by the Italian Tender Commission came to the plaintiffs’ knowledge in December 2010, and an English translation was only obtained and certified in January 2011; 

(b)
The grant and certificate of grant for MY-155A Patent was only obtained on 31st March, 2011 and 4th May, 2011 respectively; and 

(c)
The plaintiffs thus could not file any action based upon MY-155A Patent until it received the Certificate of Grant on 4 May 2011. Thereafter, this action was filed on 18 May 2011, and the plaintiffs’ application for an injunction on 20.5.2011.

Conclusion

57. Based on the reasons set out above, I think this is a case where the court ought to grant an interim injunction until trial. Since it is not for this court to decide the issues of the safety of the alleged infringed product the court thus ordered that the defendants be only restrain from further selling, distributing, marketing the defendants’ product. The defendants’ product shall not be recalled.

58. I further ordered costs in the cause.
59. Having regard to the nature of the action I have given directions for a speedy trial since it is desirable from a commercial point of view that the rights of the parties should be established as soon as possible.  

Hanipah binti Farikullah

Judicial Commissioner
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