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CHAPTER 19 -  SCIENTIFI C AN D SURGICA L INSTRUMENT S 

INTRODUCTION 

Under NAFTA, tariffs o n health care products being traded between Canada , Mexico an d 
the U S wil l b e eliminate d unde r th e variou s tarif f reductio n phase-ou t categorie s 
established. Thi s shoul d resul t i n increased trad e in this secto r amon g the three  membe r 
countries. 

Over two-third s o f the Canadia n instrumentation marke t i s served b y importers . Mos t 
Canadian producer s specialis e i n onl y a  fe w o f th e man y possibl e type s o f 
instrumentation. Th e larg e number o f smal l firms ha s resulte d i n a  fragmente d industr y 
without clear market leaders; adapting an d innovating ar e thus importan t succes s factors . 
Canadian-produced instrumentation is designed to fil l nich e markets. Performanc e i s the 
most important purchasing factor, while price is secondary. The deman d fo r conventiona l 
scientific instruments will continue to decline , but th e need fo r computer-base d scientifi c 
instruments and sensor systems will increase. 

Canada's universa l medicar e syste m ha s helpe d suppor t th e developmen t o f a n activ e 
health care products sector with strong capabilities in certain product areas. Firm s i n thi s 
sector ar e hig h value-adde d producer s an d man y ar e majo r user s o f hig h technolog y 
inputs. The large research and development expenditures an d scal e of operations require d 
for efficient productio n of surgical instruments mean s tha t Canadian-owne d an d operate d 
production is generally small. The surgical instruments market in Canada i s almos t totall y 
served by imports. Demand is expected to remain strong for disposable medica l products , 
due largely to Canada's ageing population. 

Canadian surgica l instrument s practice s ar e comparabl e t o thos e i n th e Unite d States . 
Research an d developmen t techniques,  clinica l testing , standard s an d regulations , an d 
marketing practices are similar. On e difference i s that th e us e o f expensive sophisticate d 
equipment i s rationalised betwee n hospitals , s o tha t no t ever y hospita l ha s a  complet e 
range of new equipment. Further , the Canadian industry tends to be more conservativ e in 
adopting ne w medica l technologies , slowin g th e commercia l introductio n o f thi s 
equipment. 

Mexico i s currentl y updatin g it s mandator y standards , improvin g enforcemen t an d 
expanding conformit y assessment , whic h mean s tha t i t i s expandin g th e numbe r o f 
government-accredited laboratorie s t o tes t product s fo r th e Mexica n market . Ther e i s 
strong deman d i n Mexic o fo r furthe r accreditation , creatin g a n expande d marke t fo r 
laboratory an d testin g instruments . Mexica n industr y association s an d chamber s o f 
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commerce als o recognis e chang e i n qualit y standards , an d thi s i s expecte d t o resul t i n 
increased purchases of instruments. 

The Mexica n market fo r surgica l instruments an d supplies ha s increased very rapidl y i n 
the pas t fe w years , wit h a n average 27 % annual rate. This increas e ma y b e du e t o th e 
Mexican government's 1989-9 4 National Development Plan to provid e healt h service s t o 
a wide r populatio n an d t o liberalis e trade . Muc h o f th e surgica l instrument s use d i n 
Mexico i s technologicall y outdate d an d need s t o b e replaced . Import s o f surgica l 
instruments ar e expecte d t o continu e t o gro w a s en d user s increasingl y bu y 
technologically advance d an d sophisticate d equipment . Ther e i s littl e productio n o f 
sophisticated surgical instruments in Mexico. 

The US instrumentation industry is a diverse and technologically dynami c industry. Tota l 
shipments by these manufacturers accounte d for 47.5% of world production i n 1992 . As 
cost-containment pressure s dictat e reliance on less-invasive surgica l procedures, deman d 
should ris e mos t rapidl y fo r device s use d i n minimall y invasiv e surgery . A s well , 
products use d i n treatmen t o f cardiovascula r disorder s ar e i n hig h demand . Heightene d 
environmental concern s an d the rapidly risin g cos t o f medical waste disposal , combine d 
with broade r cost-containmen t pressures , hav e als o sparke d a  resurgence i n deman d fo r 
reusable medical and surgical supplies. 

An ageing population will continue to be the primary influenc e upo n deman d fo r surgica l 
appliances an d supplies . Cost-cuttin g pressure s face d b y hospital s an d nursin g home s 
will favou r product s whic h affor d long-ter m car e patient s th e opportunit y fo r greate r 
mobility and capacity for self-care . 
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CANADA 

Tariffs (% ) 

Items: 

Optical 
Lenses, prisms, mirrors 
Spectacles, goggles, binoculars 
Surveying, hydrographic, 

oceanographic, hydrological, 
meteorological, geophysical 

Balances 
Drawing, mathematical 
Medical, surgical, dental 
Therapy 
Orthopaedic 
X-ray, radiation 
Materials testing 
Thermometers, hydrometers , 

barometers, pyrometers, 
hygrometers, psychrometers 

Liquid, gas measuring, checking 
Physical, chemical analysis 

MFN 

0-11.1 
0-10.1 
0-9.2 

0-9.6 
9.2 
0-12.2 
0 
0-10.9 
0-14 
0 
0-9.3 

0-9.3 
0-9 
0-9 

GPT 

0-8 
0-7.5 
0-6.5 

0-6.5 
0-6.5 
0-8.5 
0 
0-9 
0-10 
0 
0-6.5 

0-6.5 
0-6.5 
0-6.5 

US/Mexico 

0-3.6 
0-3.3 
0-3.9 

0-3 
0-3 
0-3.9 
0 
0-4 
0-6 
0 
0-3 

0-3.9 
0-3.9 
0-2.2 

Standards 

In Canada al l medical device s are subject t o th e requirements o f Section s 3  and 19-2 1 o f 
the Foo d an d Drug s Ac t an d Part s I-I V o f th e Medica l Device s Regulations . I t i s th e 
responsibility o f the manufacturer t o ensure tha t thes e requirement s ar e met. I n addition , 
for device s listed i n Part V  of the Regulations , including implanted devices , a  Notice o f 
Compliance must be obtained before such new devices are sold in Canada. 

Section 1 4 of the Medica l Device s Regulations requires the testin g o f al l medical device s 
before they are offered fo r sale in Canada in order to demonstrate that the claimed benefit s 
and performance characteristic s are justified. The evidence of testing should be available in 
Canada. Pleas e contact the Health Protection Branch, Health Canada, listed under Sectio n 
HI of this guide, for more information concernin g the importation of these products. 

This grou p i s als o regulate d b y th e Canadia n Standard s Associatio n (CSA) . An y 
equipment tha t i s electrica l and/o r uses soun d o r microwaves, rays, lasers , o r an y othe r 
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such transmissions should comply with CSA standards. Pleas e consul t wit h th e CS A fo r 
your product's specifi c requirements . 

Labelling 

According t o th e Medica l Device s Regulation s o f Canada' s Foo d an d Drug s Act , th e 
instrument must have one or more clearly displayed labels with the following information : 

name of device; 
name and address of manufacturer, distributor , or importer; 
lot or serial number, or other means of identification b y whic h the devic e may b e 
traced; 
model designation, if applicable; 
precise nature of benefits claimed to be obtainable through use of device; 
directions for use (in both English and French if the device is available fo r sal e at a 
self-service display) ; 
information a s to whether device is sterile; 
expiration date, if applicable; and 
list of contents of the package and number of complete units contained therein. 

If packaged i n a  pressurised disposabl e meta l container , th e produc t mus t hav e warnin g 
statements an d symbols , a s itemise d i n th e abov e regulation s an d unde r th e Consume r 
Chemicals and Containers Regulations. 

The provinc e o f Quebe c ha s additiona l requirement s concernin g al l product s markete d 
therein, which shoul d be obtained fro m th e Offic e d e l a Langu e Francaise , foun d unde r 
Section III of this guide. 

Packaging 

There ar e n o genera l packagin g requirement s i n th e Medica l Device s Regulations . 
However, as with labelling , the manufacturer i s encouraged to chec k fo r specifi c produc t 
requirements before sale in Canada. 
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For al l pre-packaged products , accordin g to th e Consume r Packagin g an d Labellin g Ac t 
and Regulations, al l packages must b e manufactured, constructed , o r displayed i n such a 
manner tha t a  consume r ma y no t reasonabl y b e misle d wit h respec t t o th e qualit y o r 
quantity of the product it contains. Labels on pre-packaged products must show: 

the identity and principal place of business of the person by or for whom th e pre -
packaged product was manufactured o r produced for resale; 
the identity o f the pre-packaged produc t i n terms o f its  commo n o r generi c name 
or in terms of its function ; 
such informatio n respectin g th e nature , quality , age , size , materia l content , 
composition, geographi c origin , performance , us e o r metho d o f manufactur e o r 
production of the pre-packaged product as may be prescribed. 

Questions o n the Act ma y be directed t o th e Merchandis e Standard s Division , Industr y 
Canada, found under Section III of this guide. 

Marketing an d Distributio n 

Canada's post-recessionar y economi c expansion i s expected t o increas e expenditure s o n 
research an d development , an d modernisatio n o f plan t an d equipment . Canadia n 
investment wil l resul t i n increase d purchase s o f instruments . Th e marke t fo r thes e 
instruments i n Canada i s divided between industria l an d institutional/commercia l sector s 
(education, government and independent commercial laboratories). 

Public responsibility fo r healt h i n Canad a i s share d betwee n th e federa l an d provincia l 
governments. A t the federal level , Health Canada has overall responsibility for health care 
delivery. Eac h o f the 1 0 provincial government s i s charged with th e administratio n o f a 
two-part health care program covering hospitals and medical care. 

There is a high degree of foreign ownershi p i n both th e distributio n an d manufacturing o f 
medical equipment . Distributor s outnumbe r manufacturers , wh o hav e establishe d thei r 
own distributio n network s i n Canada . Canadia n hospital s ofte n shar e expensiv e 
equipment; not every hospital has a  complete range of new equipment . Man y provincia l 
hospital authoritie s hav e established grou p purchasing arrangements . Provincia l hospita l 
associations gathe r annua l requirement s fro m regiona l hospital s an d issu e bid s fo r 
particular products . Hospital s the n plac e order s i n accordanc e withi n th e term s o f th e 
established arrangements. 

The Canadia n marke t fo r instrument s i s strongl y influence d b y U S firm s tha t bot h 
manufacture locall y fo r th e Canadia n market an d distribute US-mad e products. Medica l 
products als o ca n b e markete d throug h Canadia n distributio n companies . 85 % o f th e 
growing marke t fo r disposabl e medica l an d surgica l product s i n Canad a i s sol d t o 
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hospitals an d relate d institutions , 10 % i s sol d t o privat e clinics , an d 5 % i s sol d t o 
extended care facilities such as nursing homes. 

The lates t availabl e dat a suggest s tha t th e impor t marke t fo r surgica l instrument s int o 
Canada is US $2.3 billion. 

Documentation 

Goods imported into Canada have mandatory documentation requirements. These are: 

Form B3 , Canad a Custom s Codin g (tw o copie s require d fo r a n automate d 
Customs office , three  i f not) . I t i s importan t t o fill  i n thi s fon n properly , 
especially sinc e it i s here where the importe r show s th e tarif f treatmen t fo r hi s 
goods; 
cargo control document - manifest, waybil l or other approved document tha t mus t 
be obtained from carrie r or forwarder (two copies); 
commercial invoice , indicatin g th e buye r an d selle r o f th e goods , pric e pai d o r 
payable, adequat e description , includin g quantity , o f good s containe d i n th e 
shipment, togethe r wit h a  Canad a Custo m invoic e containin g th e remainin g 
required dat a (tw o copies) , o r a  fully complete d Canad a Custom s invoice , o r a n 
invoice containing all data listed by Customs. 

Revenue Canada requires that certain goods imported into Canada be clearly labelle d a s to 
their country of origin, in English o r French; thi s mus t b e clearly located o n the product . 
If the consumer will ultimately buy the goo d in a  container, the n i t i s acceptable tha t th e 
container only be marked. Canadian importers are responsible fo r ensurin g that th e good s 
they ar e importing compl y wit h th e markin g requirement s a t th e tim e the y impor t th e 
goods. Please verify wit h a  Canad a Custom s offic e concernin g you r product' s markin g 
requirements. 

A Notic e o f Complianc e fo r implante d device s an d other s include d i n Par t V  o f th e 
Regulations mus t b e obtaine d befor e suc h ne w device s ar e sol d i n Canada . I t ma y b e 
obtained b y submittin g t o th e Director , Healt h Protectio n Branch , Healt h Canada , 
evidence of i) effectiveness; ii ) safety; and iii) drafts of all labels and package inserts t o b e 
used in connection with the device. 

Evidence of testing of medical devices must be available in Canada. 

A signed Notification for m mus t b e submitte d t o th e Director , Medica l Device s Bureau , 
within ten (10) days of first sale in Canada. 
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Trade Associations 

Canadian Laboratory Suppliers Association 
Scarborough, Ontario Tel . (416) 756-3295 
Medical Devices Canada 
Etobicoke, Ontario Tel . (416) 620-1915 
Fax. (416) 620-1595 

Pan American Implant Association 
Montreal, Quebec Tel . (514) 735-1133 
Fax (514) 731-0651 

Trade Fairs 

Canadian Society of Laboratory Technologist s 
June 
Ottawa 

Healthcare 
November 
Winnipeg 

HOPITEX-Health Car e Show 
May 
Montreal 

Med Tech 
November 
London, Ontario 

Ontario Dental Association Annual Spring Meeting 
May 
Toronto 

Ontario Hospital Association Exhibitio n 
November 
Toronto 
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Royal College of Physicians and Surgeons Meeting 
September 
Various 

World Trade 
October 
Toronto 
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MEXICO 

Tariffs (% ) 

Items: 

Optical 
Spectacles, goggles, binoculars 
Surveying, hydrographic, 

oceanographic, hydrological, 
meteorological, geophysical 

Balances 
Drawing, mathematical 
Medical, surgical, dental 
Therapy 
Orthopaedic 
X-ray, radiation 
Materials testing 
Thermometers, hydrometers , 

barometers, pyrometers, 
hygrometers, psychrometers 

Liquid, gas measuring, checking 
Physical, chemical analysis 

General 

5/10/15 
10/15 

10/15/20 
10 
10/15/20 
10/15/20 
10/15 
10 
10 
10 

10/15/20 
10/15/20 
10 

US/Canada 

A 
A 

A 
A 
A/C 
A/B 
A 
A 
A/C 
A 

A/B/C 
A/B/C 
A 

A - duties fully eliminate d on January 1 , 1994 
B - duties removed in five equal stages of 20% annually to full elimination by 1998 
C - duties removed in ten equal stages of 10% annually to full eliminatio n by 2003 

Standards 

Instruments ar e subject t o Mexica n calibratio n requirements , a s well a s electrical , safet y 
and health standards , where appropriate . 

There are voluntary standards applicable t o thi s sector , a s found i n SECOFFs Catalogu e 
of Officia l Mexica n Standards , Volume I, Classification BB . A samplin g o f th e rang e o f 
standards applicabl e t o thi s secto r includ e sterility  tes t methods , specification s fo r 
products, an d othe r standards . Som e instrument s ma y als o b e subjec t t o a  standard s 
certification requiremen t b y th e Direccio n Genera l d e Norma s a t SECOF I befor e i t i s 
eligible t o b e importe d int o Mexico . Ther e ar e othe r requirement s t o b e me t o n th e 
importation of scientific an d surgical instruments, as required by the Mexican Department 
of Health's Directorate fo r th e Contro l o f Health Input s ("Direccio n Genera l d e Contro l 
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de Insumo s par a l a Salud") . Th e exporte r i s strongl y urge d t o contact  th e Direccio n 
General d e Norma s a t SECOFI , th e relevan t Mexica n secto r association , o r a 
knowledgeable Mexica n importer , abou t th e mos t curren t mandator y an d voluntar y 
standards applicable to his product. 

Labelling 

There ar e specia l labellin g regulation s o n medica l equipmen t an d supplies . Fo r mor e 
information contac t the Department of Health, found under Section III of this guide. 

According to Mexico' s Le y d e Proteccion a l Consumidor (consume r protection law) , al l 
information containe d on a consumer product o r it s labels , containers an d packages mus t 
be in Spanish . These labellin g requirements wil l be enforced a t the border , meanin g tha t 
compliance is effectively th e responsibility of the exporter. Ful l original Spanis h labellin g 
is to be affixed a t the point of origin. 

Labels must contain specific information suc h as: 

name of the product o r good (including a  product description , i f not describe d in 
the name of the product or good); 
name or trade name an d addres s o f th e importe r an d exporte r (thi s informatio n 
may be displayed on a separate label and may be added after importation) ; 
country of origin of the product; 
net contents in accordance with Official Mexica n Standard NOM 030-SCFI-1993; 
warnings or precautions in the case of dangerous products; and 
instructions fo r use , handling , an d assembl y o f th e product , i f applicabl e 
(instructions ma y b e on the labe l o r i n a  separat e booklet , an d there  mus t b e a 
notice advisin g th e consume r t o rea d th e instructions ; instruction s fo r us e an d 
assembly must be in Spanish). 

When used , warrantie s hav e t o b e i n accordanc e wit h th e abov e Ley , specifyin g th e 
location o f service centre s i n Mexico . Durin g th e ter m o f warranties , manufacturer s o r 
importers ar e require d t o replac e "an y damage d piec e o r component " free  o f charge . 
Instructions, manual s an d warranties must b e "incorporated t o th e product" befor e sale , 
but they will not be required for customs clearance. 

The label s must b e legible . The labe l will normally b e affixed t o eac h individual packag e 
offered fo r sale to consumers. 
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If th e produc t i s subjec t t o a  prio r authorisatio n requiremen t b y th e Departmen t o f 
Health, the label of every registered produc t mus t hav e the legen d "Aceptado S.S.A . No. 

", followe d b y th e numbe r o f th e correspondin g license . Pleas e confir m wit h th e 
Department of Health for specific labellin g requirements for your product. 

Packaging 

There ar e n o officia l packagin g requirement s fo r importe d product s t o Mexico . Pleas e 
check with your Mexican broker or importer for developments in this area. 

Marketing an d Distributio n 

Mexico's updatin g o f standards , improvin g enforcemen t an d expandin g conformit y 
assessment, will result i n expanding the number o f government-accredited laboratorie s t o 
test product s fo r th e Mexica n market . Ther e i s stron g deman d i n Mexic o fo r furthe r 
accreditation, creatin g a n expande d marke t fo r laborator y an d testin g equipment . Th e 
private sector' s association s als o recognis e chang e i n qualit y standards , an d thi s i s 
expected to result in increased purchases o f instruments . Majo r end-user s o f instrument s 
are th e medical , pharmaceutical , an d food-processin g industries , a s wel l a s researc h 
centres. 

The larges t purchaser s o f medica l equipmen t ar e th e Ministr y o f Health , th e Mexica n 
Social Institute , an d a  numbe r o f othe r Mexica n Governmen t decentralise d agencies . 
Public-sector hospitals , providin g 8 0 %  o f medica l service s i n Mexico , ar e th e mos t 
important procurers for the medical equipment industry. The most important competitiv e 
factors affecting medica l equipmen t sale s in Mexico ar e leading edge technology, quality , 
price, financing, availability of spare parts, technical support and servicing. 

When sellin g i n Mexico , i t i s importan t tha t companie s becom e familia r wit h loca l 
procedures. Export company representatives should visit Mexico to select a local agent o r 
distributor familia r wit h method s o f conductin g busines s i n Mexico . Invariably , a  loca l 
resident is required when selling to Mexican government health agencies. 

Documentation 

Specific documentatio n requirement s fo r instrument s shoul d b e obtaine d fro m th e 
Department of Health or a customs broker knowledgeable in this area. 
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Goods importe d int o Mexic o mus t b e accompanie d b y standar d documentation , a s 
follows: 

commercial invoic e (i n Spanish , i f prepare d i n English , th e Spanis h translatio n 
may follo w origina l text o n invoice or translation ma y accompan y invoice ) wit h 
original and several copies; 
packing list (if more than one package shipped) with at least four copies; 
bills of lading, with one original for importer and one for customs broker; and 
special certificates (se e under Standards, above). 

The invoice must be complete and accurate. I t must include: 

place and date of issue; 
complete nam e an d addresse s o f th e buye r o r importe r i n Mexico , an d th e 
exporter; 
description of merchandise, including marks, numbers, types, and quantities; 
freight and insurance charges; 
price and total value of shipment; 
signature (manual), name, and title of exporter; and 
shipper's invoice number and customer's order number. 

The invoice should be sen t ahea d to th e importer/broker/agent , i n order to obtai n specia l 
permits (if necessary) if shipped by sea or land, or it should accompany good s i f shippe d 
by air . 

The packing list includes: 

number of packages, and detailed list of goods in each package; 
net, gross , and lega l weight o f each package an d tota l shipment , i n metri c units , 
along with volume or measurements of each package and total shipment. 

The bill of lading has information suc h as: 

types of packages in shipment and their weights and measurements; 
names and addresses of the shipper and importer, or customs broker; 
ports of origin and destination; 
description of goods; 
list of charges, including freight; 
number of bills of lading in full set ; and 
carrier's official acknowledgemen t of receipt on board of goods for shipment . 
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Trade Associations 

Asociacion Mexicana de Hospitales 
(Mexican hospitals association) 
Mexico City Te l (5 ) 574-0135/0128 
Fax. (5) 574-0135 

Trade Fairs 

Medi-Lab 
Summer (biennial) 
Mexico City 

Medical Congress 
October/November 
Monterrey 
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UNITED STATES 

Tariffs (% ) 

Items: 

Optical 
Lenses, prisms, mirrors 
Spectacles, goggles, binoculars 
Surveying, hydrographic, 

oceanographic, hydrological, 
meteorological, geophysical 

Balances 
Drawing, mathematical 
Medical, surgical, dental 
Therapy 
Orthopaedic 
X-ray, radiation 
Materials testing 
Thermometers, hydrometers , 

barometers, pyrometers, 
hygrometers, psychrometers 

Liquid, gas measuring, checking 
Physical, chemical analysis 

General 

5.6-10 
5.6-8 
0-9 

4.9-6 
4.9-6.6 
4.9-5.8 
3.4-10 
3.7-7.9 
3.9-9 
2.1-4 
4.8 

2.8-17 
4.7-9 
3.4-10 

GSP 

0 
0 
0 

0 
0 
0 
0 
0 
0 
0 
0 

0 
0 
0 

CBI 

0 
0 
0 

0 
0 
0 
0 
0 
0 
0 
0 

0 
0 
0 

Canada/Mexico 

0-4 
0-3.2 
0-3.6 

0-2.4 
0-2.6 
0-2.3 
0-4 
0-3.1 
0-3.6 
0-1.6 
0-1.9 

0-6.8 
0 
0-4 

Standards 

The Foo d an d Drug Administration (FDA ) i s the standard s bod y fo r thi s secto r i n th e 
United States ; regulations applicabl e to th e medical devic e ar e dictate d b y th e clas s b y 
which the device is classified, Class I, II, or III. Class I devices require the lowes t leve l of 
regulation, including company registration, device listing, premarket notification, an d good 
manufacturing practice s (som e device s d o no t requir e th e latte r two) . Clas s I I devices , 
have i n additio n t o Clas s I  requirements , specia l control s requirement s fo r example , 
labelling, mandator y performanc e standards , o r others) . Clas s II I devices , alon g wit h 
meeting the abov e requirements, need a n approved premarke t approva l application . Th e 
class o f the devic e must b e known i n order t o se e wha t regulation s appl y t o it . Pleas e 
refer to the FDA, listed in Section III of this guide, for detailed information . 

The company responsible for the device's sale in the United States must registe r with th e 
FDA, o r els e th e devic e wil l b e detained . Althoug h foreig n firms  ar e no t require d t o 
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register, the y ar e encouraged t o d o so , a s registerin g ma y hel p plac e th e compan y i n a 
more opportune position to enter the US market. 

The devic e must b e listed by generi c category with th e FD A befor e an y medica l devic e 
can be imported int o th e US . Th e listin g dat a mus t b e update d whe n a  new devic e i s 
marketed wit h a  differen t classificatio n name , th e intende d us e changes , a  produc t i s 
discontinued, a  discontinue d produc t i s remarketed , o r an y informatio n o n th e listin g 
changes. Th e company must then notify th e FDA 90 days prior to the distribution o f the 
device (premarket notification) . 

The Goo d Manufacturin g Practice s (GMP ) i s a  qualit y assuranc e progra m b y th e U S 
federal government , simila r t o IS O 900 0 bu t stricter , wit h regar d t o after-marke t sale s 
monitoring. Th e FD A continuousl y monitor s informatio n concernin g problem s wit h 
medical devices ; manufacturer s whos e medica l device s com e unde r scrutin y wil l b e 
investigated. Th e FD A inspect s th e operation s an d record s o f foreig n manufacturer s t o 
determine GMP compliance . Th e GM P cover s qualit y assurance , personnel , buildings , 
equipment, components , productio n an d proces s controls , an d packagin g an d labellin g 
controls. 

Some devices (Clas s III ) mus t obtai n Premarke t Approval , a  scientifi c screenin g o f al l 
relevant dat a pertaining t o th e medica l device . The review time i s 18 0 days, afte r whic h 
time there is written notic e statin g i f the devic e is approved o r denied . A detaile d repor t 
must b e submitted t o th e FDA . Th e Premarke t Approva l Manua l i s availabl e fro m th e 
FDA and details what must be included in the report. 

Distributors o r manufacturer s ar e require d b y la w t o repor t t o th e FD A whe n the y 
become aware of a device that caused or contributed to death or injury t o th e user . Filin g 
a report with the FDA i n response t o thi s Medica l Devic e Reporting (MDR ) regulatio n 
is the responsibility o f the distributor or professional user . 

Your country may have harmonised standards with the FDA; if this is the case, the device 
then only needs approval from your domestic standard s body . T o fin d ou t whethe r suc h 
harmonisation with your country exists, please contac t th e internationa l relation s staf f i n 
the Office o f Standards and Regulations at the FDA, listed in Section III of this guide. 

The US Federal Communications Commission (FCC) regulates an y scientifi c an d medical 
equipment tha t emit s electromagneti c energ y o n frequencie s withi n th e radi o frequenc y 
spectrum in order to prevent harmful interference . It s regulations se t fo r condition s unde r 
which th e equipmen t ma y b e operated. Fo r mor e information , pleas e contac t th e FCC , 
found in Section III of this guide. 

If your product has electrical elements, please also check with Underwriter s Laboratories , 
listed under Section III of this guide, for specific standard s applicable. 
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Labelling 

A requirement of US Customs i s that article s entering the Unite d state s mus t b e marked 
with their countr y o f origin . Scientific an d surgical instruments ar e to b e marked by die -
stamping, cast-in-the-moul d lettering , etchin g (aci d o r electrolytic) , engraving , o r b y 
means of metal plates which bear the prescribed markin g and which ar e securely attache d 
to the article in a conspicuous place by welding, screws or rivets. 

The FD A als o monitor s labellin g o f medica l devices . The y stipulat e i n th e Cod e o f 
Federal Regulations that: 

the name an d pace o f business o f the manufacturer , packer , o r distributor shoul d 
be on the package if the device is in that form; 
the net quantity of contents be clearly declared; 
the instructions fo r produc t usag e are clear: the main issue i s that th e indication s 
for the device are not fraudulent o r unreasonable (false or misleading). 

There ar e special requirement s fo r specifi c medica l devices ; the manufacturer i s strongl y 
advised t o chec k with th e FD A concernin g hi s product' s ful l complianc e wit h labellin g 
requirements. 

Prescription devices , medica l device s havin g commonl y know n directions , i n vitr o 
diagnostic products , medica l devices fo r processing , repackaging , o r manufacturing , an d 
those fo r us e i n teaching , la w enforcement , research , an d analysi s ar e exemp t fro m 
adequate direction s fo r use . Pleas e verif y wit h th e FD A befor e labellin g a  product fo r 
import into the US. 

Those device s fo r whic h performanc e standard s hav e bee n develope d (Clas s II ) woul d 
have to meet any label requirements imposed by the performance standard . 

Packaging 

An importan t functio n o f packagin g i s t o pac k th e produc t i n a  way  t o enabl e U S 
Customs t o examine , weigh, measure, and release the good s promptly . Therefore , sho w 
the exac t quantity o f eac h ite m o f good s i n eac h bo x o r othe r package , pu t mark s an d 
numbers on each package, and show those marks on your invoice opposite the itemisation 
of goods contained in the corresponding package. 

336 



Marketing an d Distributio n 

There are significant cost s involved in doing business in this sector in the US : establishing 
a distributio n network , warehousing , an d insuranc e costs . Smal l manufacturer s usuall y 
rely on agents or distribution networks of wholesale supplier s fo r U S sales . These type s 
of suppliers often sel l on consignmen t an d require a  considerable volume of inventory t o 
provide promp t delivery . Insuranc e cost s hav e als o risen ; th e increas e i s significan t i n 
situations wher e th e failur e o f a n instrumen t coul d lea d t o injur y o r environmenta l 
damage, resulting i n lawsuits . Distributor s ofte n deman d a  hig h leve l o f liabilit y an d 
product insuranc e to b e paid i n advance for th e whol e year' s potentia l sale s becaus e o f 
the cost involved and the difficulty i n pursuing a foreign firm in US courts. 

The tren d i n health car e is to provid e car e at a  lower price, due t o excessivel y hig h pe r 
capita costs. This means that: 

medical equipment purchasing decisions are shifting to managed car e organisations 
and other third party buyers; 
hospitals are getting tougher in their buying; 
more independent physicians ar e leasing their medical equipment , resultin g i n the 
marketing of lower cost equipment to this group of buyers. 

The criteri a use d b y retailer s an d wholesaler s fo r makin g purchasin g decision s are , i n 
order: quality, price, service, and availability. 

The major buyer s o f medica l product s ar e th e grou p purchasin g organisation s (makin g 
70% o f medica l an d surgica l suppl y purchases) , hospitals , healthcar e servic e system s 
(managed car e an d grou p practices) , nursin g homes , an d hom e medica l equipmen t 
suppliers. Sinc e hospital s ten d t o bu y th e majorit y o f thei r supplie s from  grou p 
purchasing organisations, and these usually purchase only from supplier s already used b y 
member hospitals, exporters must initially sell their products to hospital s an d the smalle r 
group purchasing organisations in order to build acceptance of the product. 

There ar e fou r type s o f distributio n channels : direc t sales , manufacturer s 
representatives/sales agents , distributors , an d strategi c distributio n alliances . Grou p 
purchasing organisations , the bigges t customer s i n th e U S market , prefe r t o bu y direc t 
from th e manufacture r (bu t usuall y onl y dea l wit h companie s wit h U S sale s ove r $2 5 
million or are first or second in product marke t share) . End users, suc h a s hospitals , tha t 
purchase o n thei r own , ar e moving toward s consolidatio n o f vendors , meanin g tha t th e 
distribution channel selected should be selling various lines/products. 

The siz e o f th e impor t marke t int o th e Unite d State s fo r scientifi c instrument s i s 
approximately US $7.6 billion. 
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Documentation 

Within five working days of the date of arrival of a shipment at a US port o f entry , entr y 
documents must be filed, which consist of : 

a commercial invoice, or pro forma invoice when the commercial invoic e cannot be 
produced; 
packing lists , if appropriate; 
evidence o f righ t t o mak e entr y (bil l o f lading , ai r waybill , shippin g receipt , 
carrier's certificate); and 
Entry Manifest , Custom s For m 7533 ; o r Applicatio n an d Specia l Permi t fo r 
Immediate Delivery , Custom s For m 3461 ; or othe r for m o f merchandis e releas e 
required by the district director . 

As noted above, these products must be marked with their country of origin. 

As mentioned in the Standards section, certain documentation is required from the FDA. 

To register a company wit h th e FD A require s a  "Initial Registratio n o f Medical Device s 
Establishment" form , obtaine d fro m th e FD A alon g with a n information an d instructio n 
book. 

The listin g proces s require s FD A for m F D 2892 ; onl y on e for m i s require d fo r eac h 
generic category of device. If the manufacturer has chosen a sole initial distributor, he may 
list th e medica l devic e o n th e manufacturer' s behalf , a s lon g a s a  cop y o f a  lette r o f 
authorisation (in English) accompanies the form. I f any informatio n o n the for m changes , 
the listing data must be updated. 

A premarket notification form , obtainabl e from the FDA, must be submitted fo r product s 
that are new to the US market, intended uses have been changed , o r the product ha s been 
modified and safety o r effectiveness ma y b e affected . Initia l distributor s ca n submi t thi s 
form for a foreign manufacturer, i f the manufacturer has already done so. 

The premarket approval process, a necessary step to selling the device i n the U S requires 
completion of a report; a detailed manual for its completion is available from the FDA. 

If the manufacturer, distributor , or importer knows of a device that caused injury o r deat h 
of th e user , th e filin g o f a  repor t i n complianc e wit h th e MD R (Medica l Devic e 
Reporting) regulation is required. 

If your company want s t o protec t th e devic e sold in the United States , i t shoul d hav e a 
Utility Patent, good for 1 7 years after issuance . Filing must occu r within th e firs t yea r o f 
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public use or sale. The address for th e Paten t Trademar k Offic e i s listed i n the addresse s 
section of this guide. 

For further information , o r to obtai n an y o f the FD A form s required , please contact  thi s 
organisation, found under Section III of this guide. 

Trade Association s 

Association for the Advancement of Medical Instrumentation 
Arlington, Virginia Tel . (703) 525-4890 
Fax (703) 276-0793 

Health Industr y Distributor s Associatio n 
Alexandria, Virginia Tel . (703) 549-4432 
Fax (703) 549-6495 

Health Industr y Manufacturer s Associatio n 
Washington Tel . (202) 783-8700 
Fax (202) 783-8750 

Health Industr y Representatives Associatio n 
Mission, Kansas Tel . (913) 262-4513 
Fax (913) 262-0174 

Independent Medical Distributors Associatio n 
Mission, Kansas Tel . (913) 262-4510 
Fax (913) 262-4510 

National Association of Medical Equipment Supplier s 
Alexandria, Virginia Te l (703) 836-6263 

Trade Fairs 

All Americas Health 
May (biennial) 
Tampa, Florida 

American Academy of Orthopaedic Surgeons 
February 
Orlando, Florida 
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American College of Healthcare Administrators Annual Convocation 
May 
Various 

American College of Surgeons 
April/October 
Various 

American Hospital Association Trade Exposition 
August 
San Francisco 

Clinical Lab Management Association 
August 
Minneapolis 

MEDTRADE/National Hom e Health Care Expo 
November 
Atlanta 
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