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APPENDIX E TO SUBPART A OF PART 26— 
ELEMENTS TO BE CONSIDERED IN DE-
VELOPING A TWO-WAY ALERT SYS-
TEM 

1. Documentation 

—Definition of a crisis/emergency and under 
what circumstances an alert is required 
—Standard Operating Procedures (SOP’s) 
—Mechanism of health hazards evaluation 
and classification 
—Language of communication and trans-
mission of information 

2. Crisis Management System 

—Crisis analysis and communication mecha-
nisms 
—Establishment of contact points 
—Reporting mechanisms 

3. Enforcement Procedures 

—Followup mechanisms 
—Corrective action procedures 

4. Quality Assurance System 

—Pharmacovigilance programme 
—Surveillance/monitoring of implementa-
tion of corrective action 

5. Contact Points 

For the purpose of subpart A of this part, the 
contact points for the alert system will be: 

A. For the European Community: 

the Executive Director of the European 
Agency for the Evaluation of Medicinal 
Products, 7, Westferry Circus, Canary Wharf, 
UK - London E14 4HB, England. Telephone 
44–171–418 8400, Fax 418–8416. 

B. For the United States : 

Biologics: Director, Office of Compliance and 
Biologics Quality (HFM–600), 1401 Rockville 
Pike, Rockville, MD 20852, phone: 301–827– 
6190, fax: 301–594-1944. 
Human Drugs: Director, Office of Compli-
ance, 10903 New Hampshire Ave., Silver 
Spring, MD 20993–0002, phone: 301–796–3100, 
fax: 301–847–8747. 
Veterinary Drugs: Director, Office of Sur-
veillance and Compliance (HFV–200), MPN II, 
7500 Standish Pl., Rockville, MD 20855–2773, 
phone: 301–827–6644, fax: 301–594–1807. 

[63 FR 60141, Nov. 6, 1998, as amended at 69 
FR 48775, Aug. 11, 2004; 74 FR 13112, Mar. 26, 
2009] 

Subpart B—Specific Sector 
Provisions for Medical Devices 

§ 26.31 Purpose. 
(a) The purpose of this subpart is to 

specify the conditions under which a 

party will accept the results of quality 
system-related evaluations and inspec-
tions and premarket evaluations of the 
other party with regard to medical de-
vices as conducted by listed conformity 
assessment bodies (CAB’s) and to pro-
vide for other related cooperative ac-
tivities. 

(b) This subpart is intended to evolve 
as programs and policies of the parties 
evolve. The parties will review this 
subpart periodically, in order to assess 
progress and identify potential en-
hancements to this subpart as Food 
and Drug Administration (FDA) and 
European Community (EC) policies 
evolve over time. 

§ 26.32 Scope. 

(a) The provisions of this subpart 
shall apply to the exchange and, where 
appropriate, endorsement of the fol-
lowing types of reports from con-
formity assessment bodies (CAB’s) as-
sessed to be equivalent: 

(1) Under the U.S. system, surveil-
lance/postmarket and initial/ 
preapproval inspection reports; 

(2) Under the U.S. system, premarket 
(510(k)) product evaluation reports; 

(3) Under the European Community 
(EC) system, quality system evaluation 
reports; and 

(4) Under the EC system, EC type ex-
amination and verification reports. 

(b) Appendix A of this subpart names 
the legislation, regulations, and re-
lated procedures under which: 

(1) Products are regulated as medical 
devices by each party; 

(2) CAB’s are designated and con-
firmed; and 

(3) These reports are prepared. 
(c) For purposes of this subpart, 

equivalence means that: CAB’s in the 
EC are capable of conducting product 
and quality systems evaluations 
against U.S. regulatory requirements 
in a manner equivalent to those con-
ducted by FDA; and CAB’s in the 
United States are capable of con-
ducting product and quality systems 
evaluations against EC regulatory re-
quirements in a manner equivalent to 
those conducted by EC CAB’s. 
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