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Therefore, under the Federal Food, Drug, and Cosmetic Act and under the authority delegated to the Commissioner 

of Food and Drugs, Title 21 of the Code of Federal Regulations is amended as follows: 
 

PART 207--REGISTRATION OF PRODUCERS OF DRUGS AND LISTING OF DRUGS IN 
COMMERCIAL DISTRIBUTION 

 
    1. The authority citation for part 207 is revised to read as follows: 
 
    Authority: 21 U.S.C. 321, 331, 351, 352, 355, 360, 360b, 371, 374, 381, 393; 42 U.S.C. 262, 264, 271. 
 
    2. Section 207.3 is amended by revising paragraph (a)(5) and by adding paragraph (a)(11) to read as follows: 
 
Sec. 207.3  Definitions. 
 
    (a) * * *  
 
    (5) Commercial distribution means any distribution of a human drug except for investigational use under part 312 
of this chapter, and any distribution of an animal drug or animal feed bearing or containing an animal drug for 
noninvestigational uses, but the term does not include internal or interplant transfer of a bulk drug substance 
between registered establishments within the same parent, subsidiary, and/or affiliate company. For foreign 
establishments, the term “commercial distribution” shall have the same meaning except that the term shall not 
include distribution of any drug that is neither imported nor offered for import into the United States. 
 
* * * * * 
 
    (11) United States agent means a person residing or maintaining a place of business in the United States whom a 
foreign establishment designates as its agent. This definition excludes mailboxes, answering machines or services, or 
other places where an individual acting as the foreign establishment's agent is not physically present. 
 
* * * * *  
 
    3. Section 207.7 is amended by revising paragraph (a) to read as follows: 
Sec. 207.7  Establishment registration and product listing for human blood and blood products and for medical 
devices. 
 
    (a) Owners and operators of human blood and blood product establishments shall register and list their products 
with the Center for Biologics Evaluation and Research (HFM -375), 1401 Rockville Pike, suite 200N, Rockville, MD 
20852-1448, on Form FDA-2830 (Blood Establishment Registration and Product Listing), in accordance with part 
607 of this chapter. Such owners and operators who also manufacture or process other drug products at the same 
establishment shall, in addition, register and list all such other drug products with the Drug Listing Branch in 
accordance with this part. 
 
* * * * *  
    4. Section 207.10 is amended by revising the section heading and the introductory text to read as follows: 
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Sec. 207.10  Exemp tions for establishments. 
 
    The following classes of persons are exempt from registration and drug listing in accordance with this part under 
section 510(g)(1), (g)(2), and (g)(3) of the act, or because FDA has found, under section 510(g)(5) of the act, that 
their registration is not necessary for the protection of the public health. The exemptions in paragraphs (a) and (b) of 
this section are limited to pharmacies, hospitals, clinics, and public health agencies located in any State as defined in 
section 201(a)(1) of the act. 
 
* * * * *  
    5. Section 207.20 is amended by revising paragraphs (a) and (c) to read as follows: 
 
Sec. 207.20  Who must register and submit a drug list. 
 
    (a) Owners or operators of all drug establishments, not exempt under section 510(g) of the act or subpart B of this 
part 207, that engage in the manufacture, preparation, propagation, compounding, or processing of a drug or drugs 
shall register and submit a list of every drug in commercial distribution (except that registration and listing 
information may be submitted by the parent, subsidiary, and/or affiliate company for all establishments when 
operations are conducted at more than one establishment and there exists joint ownership and control among all the 
establishments). Drug listing is not required for the manufacturing, preparation, propagation, compounding, or 
processing of an animal feed bearing or containing an animal drug (i.e., a Type B or Type C medicated feed), nor is 
drug listing required for establishments engaged in drug product salvaging. Drug products manufactured, prepared, 
propagated, compounded, or processed in any State as defined in section 201(a)(1) of the act must be listed whether 
or not the output of such establishments or any particular drug so listed enters interstate commerce. No owner or 
operator may register an establishment if any part of the establishment is registered by any other owner or operator. 
 
* * * * *  
    (c) Before beginning manufacture or processing of a drug subject to one of the following applications, an owner 
or operator of an establishment is required to register before the agency approves it: A new drug application, an 
abbreviated new drug application, a new animal drug application, an abbreviated new animal drug application, a 
medicated feed mill license application, or a biologics license application. 
 
* * * * *  
    6. Section 207.21 is amended by revising paragraph (a) to read as follows: 
 
Sec. 207.21  Times for registration and drug listing. 
 
    (a) The owner or operator of an establishment entering into the manufacture or processing of a drug or drugs shall 
register the establishment within 5 days after the beginning of the operation and shall submit a list of every drug in 
commercial distribution at that time. If the owner or operator of the establishment has not previously entered into 
such an operation, the owner or operator shall register within 5 days after submitting a new drug application, 
abbreviated new drug application, new animal drug application, abbreviated new animal drug application, medicated 
feed mill license application, or a biologics license application. Owners or operators shall renew their registration 
information annually. 
 
* * * * *  
 
Sec. 207.25  [Amended] 
 
    7. Section 207.25 Information required in registration and drug listing is amended in paragraph (b)(2) by 
removing “or new animal drug application number” and by adding in its place the phrase “new animal drug 
application number, or abbreviated new animal drug application number”. 
 
    8. Section 207.37 is amended by revising the introductory text of paragraph (a) and by revising paragraph (b) to 
read as follows: 
 
Sec. 207.37  Inspection of registrations and drug listings. 
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    (a) A copy of the Form FDA-2656 (Registration of Drug Establishment) filed by the registrant will be available 
for inspection in accordance with section 510(f) of the act, at the Division of Labeling and Non-Prescription Drug 
Compliance (HFD-310), Office of Compliance, Center for Drug Evaluation and Research, Food and Drug  
 
Administration, 7520 Standish Pl., Rockville, MD 20855. In addition, copies of these forms for establishments 
located within a particular geographic area are available for inspection at FDA district offices responsible for that 
geographical area. Copies of forms submitted by foreign drug establishments are available for inspection at the 
Foreign Inspection Team (HFD-322), Office of Compliance, Center for Drug Evaluation and Research, 7520 
Standish Pl., Rockville, MD 20855. Upon request and receipt of a stamped, self-addressed envelope, the Division of 
Labeling and Non-Prescription Drug Compliance, the Foreign Inspection Team, or the appropriate FDA district 
office will verify registration numbers or provide the location of a registered establishment. 
 
* * * * * 
    (b) Requests for information about registrations and drug listings of an establishment should be directed to the 
Information Management Team (HFD-095), Office of Information Technology, Center for Drug Evaluation and 
Research, Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20857 or, with respect to the 
information described in paragraph (a) of this section, to the FDA district office responsible for the geographic area 
in which the establishment is located. 
 
    9. Section 207.40 is revised to read as follows: 
 
Sec. 207.40  Establishment registration and drug listing requirements for foreign establishments. 
 
    (a) Foreign drug establishments whose drugs are imported or offered for import into the United States shall 
comply with the establishment registration and drug listing requirements in subpart C of this part, unless exempt 
under subpart B of this part or unless the drugs enter a foreign trade zone and are re-exported from that foreign trade 
zone without having entered U. S. commerce. 
 
    (b) No drug may be imported or offered for import into the United States unless it is listed as required in subpart 
C of this part and manufactured, prepared, propagated, compounded, or processed at a registered foreign drug 
establishment; however, this restriction does not apply to a drug imported or offered for import under the 
investigational use provisions in part 312 of this chapter, or the investigational new animal drug use provisions in 
part 511 of this chapter, or to a component of a drug imported under section 801(d)(3) of the act. Foreign drug 
establishments shall submit all listing information, including labels and labeling, and registration information in the 
English language. 
 
    (c) Each foreign drug establishment required to register under paragraph (a) of this section shall submit the name, 
address, and phone number of its United States agent as part of its initial and updated registration information in 
accordance with subpart C of this part. Each foreign drug establishment shall designate only one United States 
agent. 
 
    (1) The United States agent shall reside or maintain a place of business in the United States. 
 
    (2) Upon request from FDA, the United States agent shall assist FDA in communications with the foreign drug 
establishment, respond to questions concerning the foreign drug establishment's products that are imported or 
offered for import into the United States, and assist FDA in scheduling inspections of the foreign drug 
establishment. If the agency is unable to contact the foreign drug establishment directly or expeditiously, FDA may 
provide information or documents to the United States agent, and such an action shall be considered to be equivalent 
to providing the same information or documents to the foreign drug establishment. 
 
    (3) The foreign drug establishment or the United States agent shall report changes in the United States agent's 
name, address, or phone number to FDA within 10-business days of the change. 
 
 

PART 607--ESTABLISHMENT REGISTRATION AND PRODUCT LISTING FOR MANUFACTURERS 
OF HUMAN BLOOD AND BLOOD PRODUCTS 

 
    10. The authority citation for part 607 is revised to read as follows: 
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    Authority: 21 U.S.C. 321, 331, 351, 352, 355, 360, 371, 374, 381, 393; 42 U.S.C. 262, 264, 271. 
 
    11. Section 607.3 is amended by revising paragraphs (b) and (e) and by adding paragraph (j) to read as follows: 
 
Sec. 607.3  Definitions. 
 
* * * * *  
    (b) Blood and blood product means a drug which consists of human whole blood, plasma, or serum or any product 
derived from human whole blood, plasma, or serum, hereinafter referred to as “blood product.” 
For the purposes of this part only, blood and blood product also means those products that meet the definition of a 
device under the Federal Food, Drug, and Cosmetic Act and that are licensed under section 351 of the Public Health 
Service Act. 
 
* * * * *  
    (e) Commercial distribution means any distribution of a blood product except under the investigational use 
provisions of part 312 of this chapter, but does not include internal or interplant transfer of a bulk product substance 
between registered establishments within the same parent, subsidiary, and/or affiliate company. For foreign 
establishments, the term “commercial distribution” shall have the same meaning except that the term shall not 
include distribution of any blood or blood product that is neither imported nor offered for import into the United 
States. 
 
* * * * *  
    (j) United States agent means a person residing or maintaining a place of business in the United States whom a 
foreign establishment designates as its agent. This definition excludes mailboxes, answering machines or services, or 
other places where an individual acting as the foreign establishment's agent is not physically present. 
 
    12. Section 607.7 is amended by revising paragraphs (b) and (c) to read as follows: 
Sec. 607.7  Establishment registration and product listing of blood banks and other firms manufacturing human 
blood and blood products. 
 
* * * * *  
    (b) Forms for registration of an establishment are obtainable on request from the Center for Biologics Evaluation 
and Research (HFM -375), 1401 Rockville Pike, suite 200N, Rockville, MD 20852-1448, or at any of the Food and 
Drug Administration district offices. 
 
    (c) The completed form should be mailed to the Center for Biologics Evaluation and Research (HFM -375), 1401 
Rockville Pike, suite 200N, Rockville, MD 20852-1448. 
 
    13. Section 607.20 is amended by revising paragraph (a) to read as follows: 
 
Sec. 607.20  Who must register and submit a blood product list. 
 
    (a) Owners or operators of all establishments, not exempt under section 510(g) of the act or subpart D of this part, 
that engage in the manufacture of blood products shall register and submit a list of every blood product in 
commercial distribution (except that registration and listing information may be submitted by the parent, subsidiary, 
and/or affiliate company for all establishments when operations are conducted at more than one establishment and 
there exists joint ownership and control among all the establishments). Blood products manufactured, prepared, 
propagated, compounded, or processed in any State as defined in section 201(a)(1) of the act must be listed whether 
or not the output of such blood product establishment or any particular blood product so listed enters interstate 
commerce. 
 
* * * * *  
    14. Section 607.22 is revised to read as follows: 
 
Sec. 607.22  How and where to register establishments and list blood products. 
 
    (a) The first registration of an establishment shall be on Form FD-2830 (Blood Establishment Registration and 
Product Listing) obtainable on request from the Department of Health and Human Services, Food and Drug 
Administration, Center for Biologics Evaluation and Research (HFM-375), 1401 Rockville Pike, suite 200N, 
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Rockville, MD 20852-1448, or from Food and Drug Administration district offices. Subsequent annual registration 
shall also be accomplished on Form FD-2830, which will be furnished by the Food and Drug Administration before 
November 15 of each year to establishments whose product registration for that year was validated under Sec. 
607.35. The completed form shall be mailed to the preceding address before December 31 of that year. 
 
    (b) The first list of blood products and subsequent June and December updatings shall be on Form FD-2830, 
obtainable upon request as described in paragraph (a) of this section. 
 
    15. Section 607.25 is amended in the second sentence in paragraph (a) by removing the word ``ZIP'', and by 
revising paragraph (b)(3) to read as follows: 
 
Sec. 607.25  Information required for establishment registration and blood product listing. 
 
* * * * *  
    (b) * * *  
 
    (3) For each blood product listed, the registration number of the parent establishment. An establishment not 
owned, operated, or controlled by another firm or establishment is its own parent establishment. 
 
    16. Section 607.26 is amended by revising the first sentence to read as follows: 
 
Sec. 607.26  Amendments to establishment registration. 
 
    Changes in individual ownership, corporate or partnership structure, location, or blood-product handling activity 
shall be submitted on Form FDA-2830 (Blood Establishment Registration and Product Listing) as an amendment to 
registration within 5 days of such changes. * * *  
 
    17. Section 607.31 is revised to read as follows: 
 
Sec. 607.31  Additional blood product listing information. 
 
    (a) In addition to the information routinely required by Secs. 607.25 and 607.30, the Director of the Center for 
Biologics Evaluation and Research may require submission of the following information by letter or by Federal 
Register notice: 
 
    (1) For a particular blood product so listed, upon request made by the Director of the Center for Biologics 
Evaluation and Research for good cause, a copy of all advertisements. 
 
    (2) For a particular blood product so listed, upon a finding by the Director of the Center for Biologics Evaluation 
and Research that it is necessary to carry out the purposes of the act, a quantitative listing of all ingredients. 
 
    (3) For each registrant, upon a finding by the Director of the Center for Biologics Evaluation and Research that it 
is necessary to carry out the purposes of the act, a list of each listed blood product containing a part icular ingredient. 
 
    (b) [Reserved] 
 
    18. Section 607.35 is amended by revising paragraph (a) to read as follows: 
 
Sec. 607.35  Notification of registrant; blood product establishment registration number and NDC Labeler Code. 
 
    (a) The Director of the Center for Biologics Evaluation and Research will provide to the registrant a validated 
copy of Form FD-2830 (Blood Establishment Registration and Product Listing) as evidence of registration. This 
validated copy will be sent to the location shown for the registering establishment, and a copy will be sent to the 
reporting official if at another address. A permanent registration number will be assigned to each blood product 
establishment registered in accordance with these regulations. 
 
* * * * *  
    19. Section 607.37 is amended by revising the introductory text of paragraph (a) and by revising paragraph (b) to 
read as follows: 
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Sec. 607.37  Inspection of establishment registrations and blood product listings. 
 
    (a) A copy of the Form FD-2830 (Blood Establishment Registration and Product Listing) filed by the registrant 
will be available for inspection under section 510(f) of the act, at the Department of Health and Human Services, 
Food and Drug Administration, Office of Communication, Training and Manufacturers' Assistance (HFM -40), 
Center for Biologics Evaluation and Research, 1401 Rockville Pike, suite 200N, Rockville, MD 20852-1448. In 
addition, for domestic firms, the same information will be available for inspection at each of the Food and Drug 
Administration district offices for firms within the geographical area of such district office. Upon request and receipt 
of a self-addressed stamped envelope, verification of registration number, or location of registered establishment 
will be provided. The following information submitted under the blood product listing requirements is illustrative of 
the type of information that will be available for public disclosure when it is compiled: 
 
* * * * *  
   (b) Requests for information regarding blood establishment registrations and blood product listings should be 
directed to the Department of Health and Human Services, Food and Drug Administration, Office of 
Communication, Training and Manufacturers' Assistance (HFM-40), Center for Biologics Evaluation and Research, 
1401 Rockville Pike, suite 200N, Rockville, MD 20852-1448. 
 
    20. Section 607.40 is revised to read as follows: 
 
Sec. 607.40  Establishment registration and blood product listing requirements for foreign blood product 
establishments. 
 
    (a) Every foreign establishment shall comply with the establishment registration and blood product listing 
requirements contained in subpart B of this part, unless exempt under subpart D of this part or unless the blood 
product enters a foreign trade zone and is re -exported from that foreign trade zone without having entered U. S. 
commerce. 
 
    (b) No blood product may be imported or offered for import into the United States unless it is the subject of a 
blood product listing as required under subpart B of this part  and is manufactured, prepared, propagated, 
compounded, or processed at a registered foreign establishment; however, this restriction does not apply to a blood 
product imported or offered for import under the investigational use provisions of part 312 of this chapter or to a 
blood product imported under section 801(d)(4) of the act. The establishment registration and blood product listing 
information shall be in the English language. 
 
    (c) Each foreign establishment required to register under paragraph  
 
(a) of this section shall, as part of the establishment registration and blood product listing, submit the name and 
address of the establishment and the name of the individual responsible for submitting establishment registration and 
blood product listing information. Any changes in this information shall be reported to the Food and Drug 
Administration at the intervals specified for updating establishment registration information in Sec. 607.26 and 
blood product listing information in Sec. 607.30(a). 
 
    (d) Each foreign establishment required to register under paragraph (a) of this section shall submit the name, 
address, and phone number of its United States agent as part of its initial and updated registration information in 
accordance with subpart B of this part. Each foreign establishment shall designate only one United States agent. 
 
    (1) The United States agent shall reside or maintain a place of business in the United States. 
 
    (2) Upon request from FDA, the United States agent shall assist FDA in communications with the foreign 
establishment, respond to questions concerning the foreign establishment's products that are imported or offered for 
import into the United States, and assist FDA in scheduling inspections of the foreign establishment. If the agency is 
unable to contact the foreign establishment directly or expeditiously, FDA may provide information or documents to 
the United States agent, and such an action shall be considered to be equivalent to providing the same information or 
documents to the foreign establishment. 
 
    (3) The foreign establishment or the United States agent shall report changes in the United States agent's name, 
address, or phone number to FDA within 10-business days of the change. 
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    21. Section 607.65 is amended by revising the introductory text to read as follows: 
 
Sec. 607.65  Exemptions for blood product establishments. 
 
    The following classes of persons are exempt from registration and blood product listing in accordance with this 
part 607 under the provis ions of section 510(g)(1), (g)(2), and (g)(3) of the act, or because the Commissioner of 
Food and Drugs has found, under section 510(g)(5), that such registration is not necessary for the protection of the 
public health. The exemptions in paragraphs (a), (b), (f), and (g) of this section are limited to those classes of 
persons located in any State as defined in section 201(a)(1) of the act. 
 
* * * * *  
 

PART 807--ESTABLISHMENT REGISTRATION AND DEVICE LISTING FOR 
 

MANUFACTURERS AND INITIAL IMPORTERS OF DEVICES 
 
    22. The authority citation for part 807 is revised to read as follows: 
 
    Authority: 21 U.S.C. 321, 331, 351, 352, 360, 360c, 360e, 360i, 360j, 371, 374, 381, 393; 42 U.S.C. 264, 271. 
 
    23. Section 807.3 is amended by revising paragraphs (b) and (r) to read as follows: 
 
Sec. 807.3  Definitions. 
 
* * * * *  
    (b) Commercial distribution means any distribution of a device intended for human use which is held or offered 
for sale but does not include the following: 
 
    (1) Internal or interplant transfer of a device between establishments within the same parent, subsidiary, and/or 
affiliate company; 
 
    (2) Any distribution of a device intended for human use which has in effect an approved exemption for 
investigational use under section 520(g) of the act and part 812 of this chapter;  
 
    (3) Any distribution of a device, before the effective date of part 812 of this chapter, that was not introduced or 
delivered for introduction into interstate commerce for commercial distribution before May 28, 1976, and that is 
classified into class III under section 513(f) of the act: Provided, That the device is intended solely for 
investigational use, and under section 501(f)(2)(A) of the act the device is not required to have an approved 
premarket approval application as provided in section 515 of the act; or 
 
    (4) For foreign establishments, the distribution of any device that is neither imported nor offered for import into 
the United States. 
 
* * * * *  
    (r) United States agent means a person residing or maintaining a place of business in the United States whom a 
foreign establishment designates as its agent. This definition excludes mailboxes, answering machines or services, or 
other places where an individual acting as the foreign establishment's agent is not physically present. 
 
* * * * *  
 
Subpart B  [Amended] 
 
    24. The heading for subpart B of this part is revised to read as follows: 
 
Subpart B--Procedures for Device Establishments 
 
    25. Section 807.20 is amended by revising paragraph (a) to read as follows: 
 
Sec. 807.20  Who must register and submit a device list. 
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    (a) An owner or operator of an establishment not exempt under section 510(g) of the act or subpart D of this part 
who is engaged in the manufacture, preparation, propagation, comp ounding, assembly, or processing of a device 
intended for human use shall register and submit listing information for those devices in commercial distribution, 
except that registration and listing information may be submitted by the parent, subsidiary, or affiliate company for 
all the domestic or foreign establishments under the control of one of these organizations when operations are 
conducted at more than one establishment and there exists joint ownership and control among all the establishments. 
The term “device” includes all in vitro diagnostic products and in vitro diagnostic biological products not subject to 
licensing under section 351 of the Public Health Service Act. An owner or operator of an establishment located in 
any State as defined in section 201(a)(1) of the act shall register its name, places of business, and all establishments 
and list the devices whether or not the output of the establishments or any particular device so listed enters interstate 
commerce. The registration and listing requirements shall pertain to any person who: 
 
    (1) Initiates or develops specifications for a device that is to be manufactured by a second party for commercial 
distribution by the person initiating specifications; 
 
    (2) Manufactures for commercial distribution a device either for itself or for another person. However, a person 
who only manufactures devices according to another person's specifications, for commercial distribution by the 
person initiating specifications, is not required to list those devices. 
 
    (3) Repackages or relabels a device;  
 
    (4) Acts as an initial importer; or 
 
    (5) Manufactures components or accessories which are ready to be used for any intended health-related purpose 
and are packaged or labeled for commercial distribution for such health-related purpose, e.g., blood filters, 
hemodialysis tubing, or devices which of necessity must be further processed by a licensed practitioner or other 
qualified person to meet the needs of a particular patient, e.g., a manufacturer of ophthalmic lens blanks. 
 
* * * * *  
Sec. 807.25  [Amended] 
 
    26. Section 807.25 Information required or requested for establishment registration and device listing is amended 
in the last sentence of paragraph (a) by removing the word “ZIP”. 
 
    27. Section 807.40 is revised to read as follows: 
 
Sec. 807.40  Establishment registration and device listing for foreign establishments importing or offering for import 
devices into the United States. 
 
    (a) Any establishment within any foreign country engaged in the manufacture, preparation, propagation, 
compounding, or processing of a device that is imported or offered for import into the United States shall register 
and list such devices in conformance with the requirements in subpart B of this part unless the device enters a 
foreign trade zone and is re-exported from that foreign trade zone without having entered U. S. commerce. The 
official correspondent for the foreign establishment shall facilitate communication between the foreign 
establishment's management and representatives of the Food and Drug Administration for matters relating to the 
registration of device establishments and the listing of device products. 
 
    (b) Each foreign establishment required to register under paragraph (a) of this section shall submit the name, 
address, and phone number of its United States agent as part of its initial and updated registration information in 
accordance with subpart B of this part. Each foreign establishment shall designate only one United States agent and 
may designate the United States agent to act as its official correspondent. 
 
    (1) The United States agent shall reside or maintain a place of business in the United States. 
 
    (2) Upon request from FDA, the United States agent shall assist FDA in communications with the foreign 
establishment, respond to questions concerning the foreign establishment's products that are imported or offered for 
import into the United States, and assist FDA in scheduling inspections of the foreign establishment. If the agency is 
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unable to contact the foreign establishment directly or expeditiously, FDA may provide information or documents to 
the United States agent, and such an action shall be considered to be equivalent to providing the same information or 
documents to the foreign establishment. 
 
    (3) The foreign establishment or the United States agent shall report changes in the United States agent's name, 
address, or phone number to FDA within 10-business days of the change. 
 
    (c) No device may be imported or offered for import into the United States unless it is the subject of a device 
listing as required under subpart B of this part and is manufactured, prepared, propagated, compounded, or 
processed at a registered foreign establishment; however, this restriction does not apply to devices imported or 
offered for import under the investigational use provisions of part 812 of this chapter or to a component, part, or 
accessory of a device or other article of a device imported under section 801(d)(3) of the act. The establishment 
registration and device listing information shall be in the English language. 
 
    28. Section 807.65 is amended by revising the introductory text to read as follows: 
 
Sec. 807.65  Exemptions for device establishments. 
 
    The following classes of persons are exempt from registration in accordance with Sec. 807.20 under the 
provisions of section 510(g)(1), (g)(2), and (g)(3) of the act, or because the Commissioner of Food and Drugs has 
found, under section 510(g)(5) of the act, that such registration is not necessary for the protection of the public 
health. The exemptions in paragraphs (d), (e), (f), and (i) of this section are limited to those classes of persons 
located in any State as defined in section 201(a)(1) of the act. 
 
* * * * *  

    Dated: November 15, 2001. 
 

Margaret M. Dotzel, 
 

Associate Commissioner for Policy. 
 

[FR Doc. 01-29393 Filed 11-26-01; 8:45 am] 


