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White Paper: Medical device industry recommendations to GHTF and
AHWP on Free Sales Certificate (CFS) for pre-market approval

WHITE PAPER

Meadical Device Industry recommendations to GHTF and
AHWP on Free Sales Certificate (FSC) required for pre-
market approval

statemen: of the Issue:

The current requiremant for a Free Sales Ca-tificata (FSC), as a pre-requisite for the pra-
market agproval cvaluation, is requircment that is potentially discriminating and may
ead to barriers to trede. This reguirement should be reconsidersd, as MNationa
Competent Authorities [MCAs) move ‘owads conformity assessmant model for pre-
market approval pvaluaton

Current Situation:

A& summary of the current F3C requirements for various economies;/region can be found
n &nnex | From infaormztion presentac, it is clear that, ous of the 14 economizs fregion
isted, 50% of them regquire F5C from the country of origin, and nonz of the GHTF
CoUNINes "equire FiLC for their pre-market evaluations.

The industry concerns and recommendations have been preserted in the following twe
TEEOTts:

¢ COCIR Proposal: Medical Device Industry recommandation to GHTF and AHWF
on Fres Sales Certificate (FSC) regqured for pre-market approval (22 “=b 2008)
(Attachment Annex [I], anc

«  Study on Curren: Situetior of Certificate of Free Sales & Certificete of Export in

ASEAN (15 Jan 2007) (Attachment Annex (1)
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Consolidated Recommendations:
The following are consclidated recommendaticns based on the two reports:

=8 Recommendations AHWP Action Points & Decision Needed: To be done BY
oy whom when
1 Concept of “Lagal Manufacturar™ Recognize and # “|lapal manufacturer” harmonized definition to be | # NCAs 2010
harmonize the concept of “legal manufacturer”, adopted by member econcmies
regardless of where the products are manufacturad = ni and accepiance of P30 issued 1o the
legal manufacturer from economies other than
country of origin.
2 Conformity Assessment Model Approach: Replacement * Member economies that currently request » KCAs 2015
of CF5 with conformity assezsment certificates issuad to Conformity Assessment Certificates, should mot
the legal manufacturer/manufacturer. raquest 3 F5C as well.
* Member economies that currently do not reguest
for Conformity Assessment Certificates, should
consider reguesting such certificates instead of 3
FSC.
3 Legalization of certificates should be remowved: » Member economies should remowe the need for ® RKCAs 2010
Considering current pre-market requirements in scme legalization of such certificates, including that of
memibzer economiss, imciud e Comform ity Assessment Conformity Asseszment Certificates.
certificates of legal manufa ctu'er,"n"an.Jfactu'er as well * Yalidity of Conformity Assessment Certificates
as information on product safety and effectivenass, can be verified by the Motified Body that issuesd
mzking legalization redundant and does not increase the thaze certificatzs. So acceptance of copizs of
safety and effectivenass of the products listed im it such certificates should be considersd.
4 Ramove FSC asitis discriminatory to importers: * Member economies that do not currently require | * NCAs 2010
Local manufacturers are not subjected to FSC F5C from their local manufacturers for pre-
reguirememnt, but only importers. miarket evaluation, should not require importers
to submit F5C as well.
Mational Competent Authorities Concerns:
Some NCAs have expressed their concerns in the following areas:
Ma. NCA Concerns AHWP To Consider Action Plan
1 | Highly dependent on F5Cs, a5 it contains |+ Such info can be requested frem the legal * Remove the requirement for

important info such as:

* MName and address of NCA issuing the
FSC .

= Name and address of manufacturer

s List of products

» Statement of Local Free Sales .

+  GMP Statement or equivalent

manufacturer/local authorized

representative, without the need for a FSC. -

Conformity Assessment Certificate also

includes info on Subcontract activities,

which FSC does not.

Depending on when the F5C was issued, the

product list may not be the latest. Legal

manufacturer would have the latest
product list.

+ Products, not sold lecally, would not be
listad in the F5C.

+ Such information can be providad as part of
CSDT submission.

* Products listed on the FSC, may or may not
have been evaluated by the local NCA,
depending on whether such evaluation
process currently exists for some
jurisdictions.

FSC.

Replace it with Conformity
Assessment Certificate and
C5DT for pre-market
evaluation.

(%]

Issues with tampered or forged certificates
submitted by local distributors or legal
manufacturers/manufacturers. .

Legalization of these documents doss not |+
ensure their authenticity
Stiff penalties to deter any attempt fo
tamper such documents.

Ensure Establishment licensing
be established and zll Local
authorized reps are registered
with the local NCA in each
member economy.
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Estimate of Cost of Obtaining a Legalized CFG from US:

Stages Time (working days) Cost USS
Mew CFG Application with USFDA, including 5 175
notarization in Maryland
Courier Fees (To and From Maryland) 40
Authentication of Motary 7 10
Courier Fees 30
Legalization at Consulate 14 20
Courier Fees an
Total: 46 315

Mote: The feas stated above are estimates, as fees can very depending on many factors, such
ac the number of products to be listed, the location of the consulate, the courier company
charges etc..

If a company intended to register their products in 20 countries that require CFG. then the cost
for CFG, alonz will be, 55315 X 20 = US56,300.

If the company intands to launch 10 new products over the course of a year, in each of these
countries, then the cost will be, USSRI00 » 10 = US563,000. And if they have existing
registration for 50 products that require to be renewed annuzlly in these 20 countries, ther this
will increase the cost to (U35315x 20 x 50)+ U5563,000 = USS378,000

If a country has about 100 companies, each with similar launch plans, then collectively these
100 companies will teed to spend an estimate US537,800,000 annually just for these
certificates.

Conclusion:

Remnval of the requirement of FSC, will reznlt in the following
1. A great reduction on the burden on the industry, making it more cost effective for
industry to cperate, as well as exgand their operations, by investing thess savings back
into the community.

2. Time spent by MCA, reviewing such certifizates for authenticity, or isssance, can be
better utilized to reduce the pre-market evaluation phase, thersby ensuring more
efficiznt assessment of safety and effectiveness of devices and their timely release into
the market.

END
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