
This guidance was written prior to the February 27, 1997 implementation of FDA's 
Good Guidance Practices, GGP's. It does not create or confer rights for or on any person 
and does not operate to bind FDA or the public. An alternative approach may be used if 
such approach satisfies the requirements of the applicable statute, regulations, or both. 

This guidance will be up dated in the next revision to include the standard elemnt s of GGP 's . 



DEP.r\RT.NEST OF HE.r\LTH S HL.MXN SERVICES Public Health Service 

Food and Drug Administration 
Rockville MO 20857 

TO : A l l  Microwave Oven Hanufacturers and/or Importers 

SUBJECT: Reporting of New Model Numbers t o  Existing Model Families 

/ 

'Ihe regulations enforcing t h e  Radiation Control f o r  Health and Safety 
Act of 1968 require manufacturers t o  submit a report on each new o r  
modified model p r i o r  t o  in t roduct ion of tha t  model i n t o  commerce. Un- 
t i l  now, t h e  Division of Compliance has requested tha t  new model numbers 
be reported i n  supplements t o  t h e  hit la1 o r  Model Change Report i n  
*ich t h e  model family was reported. 

?he above procedure has resul ted in t h e  submission of numerous report 
supplements . In order  t o  reduce t h e  administrat ive and f inancia1 bur- 
den on both t h e  manufacturer and t h e  Division, a new reporting procedure 
w i l l  be implemented. Effect ive  Ju ly  1, 1983, tje a r e  asking manufacturers 
t o  submit a s i n g l e  quar te r ly  report  covering a l l  new models of previously 
reported model famil ies  which a r e  t o  be introduced i n t o  commerce during 
t h e  aexz t h r e e  month report ing period. (See it= 4 below f o r  report ing 
periods ) . In  order t o  consolidate t h i s  infonnat ion on new models, we 
request t ha t  these  per iodic  submissioas be submitted as supplements t o  
t h e  most recent Annual Report. (See item 4 below f o r  fu r ther  ins t ruc t ions ) .  

?he report ing procedure is as f o l l o w :  

1. 'Ihe Initial o r  Model mange Report submitted f o r  a aew model 
family must contain a list of model numbers f o r  t h e  new family. 
(?his has not changed from t h e  previous procedures). 

2. Addit iona l  models intended f o r  int'roducsion i n t o  commerce 
a r e  t o  be submitted i n  a supplement (see  item 4 below) t o  t h e  l a s t  
Ansrual Report using t h e  f o r m  of Attachmeln 1. 

It is important t o  note t h a t  t h i s  new reporc procedure applies 
ONLP t o  new models of previously reported model f amilies . - 
Qanges i n  models t ha t  will a l l o v  t h e  use of t h i s  new procedure 
include : 

i 

( a )  casmekic changes 
(b)  new brand names 
(c) conrrol  panel changes 
(d)  addi t ion of a temperature probe feature  
( e )  changes i n  areas b i  t h e  ci;cuitry that  could not -- 
affecr  t h e  P 3  leakage charac te r i s t i cs  of t he  oven and/or 
s a f e t y  ict erlock(s and monit o r  f u n a  ion. 

any or' these  changes l i s t e d  above may be explained by a no te  on 
che Attachmenr 1 fom.  



2 - Reporting of New b d e l  Numbers t o  "existing Model Families 

3. If  a change Is made i n  an area that  could affect  the  RF leakage 
character is t ics  o r  t h e  function of the  sa fe ty  inrerlock(s 1 and 
monltor, t he  .ode1 number and t h e  de ta i l s  of- the change -&it be submitted - 
as a supplement t o  t h e  appropriate I n i t i a l  or  Model a a n g e  Beport 
(see t h e  def ini t ion of midel- family i n  t h e  Inft ial Bepor&ng Guide) . 
4. Zhe reporting period shown below is intended t o  minimize t h e  
number of submlsaions required while s t i l l  maintaining a r e a l i s t i c  
forecasting period. Please note tha t  it is qui te  acceptable t o  
submit reports e a r l i e r  than t h e  due date. 

Quart erl y Beport ing  Period Due Date 

January, Febnwrry , March J&V 1 
April, May, June April 1 
July, August, Sept ember July 1 
O c t  ober , November, December October 1 

5. If a model is t o  be introduced Into commerce during a report- 
ing period bu& waa nut report d at t he  beginning of t he  reporting 
period, it must be reported as a supplement t o  t h e  l a s t  annual 
report separa tdy .  7his must be submitted (using t h e  forme enclosed 
as Attachment 1.) p r io r  t o  its introduction in to  commerce. 

6 .  If no new models a r e  Intended t o  be introduted durinn t h e  forth- 
coming reporting period, you a r e  not required t o  submit : quarter ly  - 
report. 

B e  Division of Compliance believes tha t  changing t o  t h i s  reporting method 
w i l l  reduce t h e  number of reports submitted by the  manufacturer and s t f l l  
permit t he  manufacturer t o  meet his  obligations as required by law. If 
there  a r e  any quest ions concerning our reporting requirentents , please 
comact t h e  Microwave/Acoust ics Products Section of t he  Consumer- 
Industr ia l  Products Branch at: (301) 443-6540. Letter inquiries should 
be directed t o  t he  undersigned. 

Sincerely yours, 

Walte d@L E. Gunciaker 
Direct or,  ( HEX-400) 
Division of Compliance 
National Center f o r  Devices 

and Radiological HeaCt h 
5600 Fishers Lane 
Rocirville, Maryland 20857 



Attachment 1 
INSTRUCTIONS: Page 1 

General 

For ease of photocopying, all ins t ruc t ions  a r e  on the lefto'hand pages while the  
corresponding f o r m  are on the right-hand pages. You need t o  submit only the  
completed forms and any information you have provided on separate  sheets.  I f  you 
use separa te  sheets  or addi t ional  copies of the  forms, l a b e l  each page with sequen- 
tial l e t t e r i n g .  W ~ l e :  Page 3a, Page 3b, Page 3c. 

The f o r m  provide blanks t o  be  f i l l e d  i n ,  boxes ( ) t o  be checked, and t ab les  o r  
graphs t o  be completed, They may be prepared.with a typewriter o r  hand-printed ia 
black ink. 

Part 1 .  Iden t i f i ca t ion  of Manufacturer/Imwrter 

F i l l  in the  requested information and s ign  where indicated. F i l l  in the repor t  
year. &ample: The report  due on September 1, 1983, should cover the repor t ing  
year July 1,  1982, - through June 30, 1 9 3 .  

Check the statement and fFU i n  the  repor t  i d e n t i f i c a t i o n  i f  you a r e  submitting 
a suppleaent t o  an annual report .  

If you a r e  providing only new model number3, complete Par ts  1 and 8 only and 
submit pages 1 and 6 as a supplement t o  the  last annual repor t  you submitted 
to  NCDRH. 

Part 2. Production S t a t u s  

Check the  statement t h a t  appl ies  t o  your firm and take the indicated action. 



Part a.  New Model Report Suoplement - 
New model numbers added t o  previously reported model families may be reported i n  
a supplement t o  the current  Annuai Report if the  information i n  the Initial or 
Moael Change Fteport is stil l  applicaole.  It is recommended t h a t  these new models 
be  reported on a quar ter ly  b a s i s .  Changes t h a t  may be reported in a new model 
repor t  supplement include: 

(a) cosmetic changes 
( b )  new brand names 
( c )  cont ro l  panel changes 
(d l  add i t ion  of a temperature probe fea ture  
( e )  changes i n  a reas  of the  c i r c u i t r y  t h a t  could not a f f e c t  the  RF leakage 

c h a r a c t e r i s t i c s  o r  the function of the sa fe ty  i n t e r l o c k ( s ) .  

Use t h e  form o r  a comparable tabulation. If addi t ional  space is needed, use 
another copy of the form or  a t tach  a separate  sheet  and l a b e l  it Part 8. 

Check the appropriate  answer t o  the  question and check the  reporting period f o r  
which the repor t  suppolement is being fUed.  

"Brandn: You may use a code f o r  each brand i n  the chart. On a separate  sheet ,  
provide the complete address f o r  each inpor ter  o r  d i s t r i b u t o r  of each 
brand and i d e n t i f y  any codes. Label the shee t  Part 8. 

."Oven Typen: Indica te  whether the  model is common cavl ty  (COX), countertop 
commercial (CTC), countertop damestic/household (CTD),  high/low or  over/under 
(tIL0)-, module (MOD), wall hanging oven (WHO), bu i l t - in  s ing le  oven (3SO1, 
or  b u i l t - i n  double oven (BDO) . 

"Plant Locationn: Codes may be used. On a separa te  sheet  provide the complete 
' a d d r e s s  f o r  each manufacturing locat ion and iden t i fy  any codes. Label 

tne sheet  P a r t  8. 

"Changesn: S t a t e  the  model number of the  old model t h a t  is most simFlar t o  
the new model. Using codes a-e f o r  the changes l i s t e d  above, indica te  
the  changes made in the  new model. 

If the new models contain any changes tha t  - could a f f e c t  the  RF leakage c h a r a c t e r i s t i c s  
o r  the  'function of t h e  s a f e t y  i n t e r l o c k ( s ) ,  the  new model number(s g& t h e  - 
d e t a i l s  of the change(s) must be submitted as a supplement t o  the appropriate 
I n i t i d .  o r  Model Change Report. 



Attachment 1 

MICROWAVE OVEN ANNUAL REPORT: Page 1 

Part 1 .  Identification of Manufacturer Report Date: 

Corporate Name: 
Address: 

This Annual Report is submitted i n  accordance with 21 CFR 1002.11 for the period 
July 1 , 1 9 through June 30, 19-. 
/ 

( 1. T h i s  is a supplement to Annual Report NCDRH Accession No. 
submitted on 

(date) 
Corr es pondhg 0 f f i c i a l  : 

(Signature ) 
( 1 

( Name ) (Ti t le)  ' ( Telephone ) 

Importer: (Ccmplete if applicable 1 

Company Name: 
Address : 

Corresponding 0 f f i c i a l  : 
(Signature) 

( 1 
( Name 1 (Ti t le  ) (Telephone) 

Part 2. Production Status 

( 1 Products were manufactured during this period and the fi-m Lz s t i l l  i n  
business. If you check this, complete .and mail this ent i re  report. 

( 1 No products were manufactured during th is  period but the f 1 r m . i ~  s t i l l  i n  
business and expects to manufacture in  the future. 
If you check this, complete Part 6 and mafl paaes 1 and 5. 

( ) No products were manufactured during this period and the firm is now out of 
business. if  YOU checkr(this, cam~lete Part 6 and mil oaqea 1 and 5. 

( ) Proaucts were manufactured during this period but the f i r m . i s  now out of 
business. 12 you check th is ,  canolete and mil this entire report. 



Attachment 1 

MICROWAVE OVEN ANNUAL REPORT: Page 6 

Part  8 .  New Hodel Report Sup~lement 

The current  wr i t ten  qua l i ty  cont ro l  and t e s t ing  procedures f o r  assessing and 
cont ro l l ing  radia t ion  sa fe ty  have been reviewed and a re  applicable t o  t h e  new 
models l i s t e a  below. 
Reporting Period Submit not l a t e r  than 

( Jan., Feb., March 
( 1 A p r i l ,  May, June 
( 1 July, August, Sept. 
( 1 Oct., Nov. ,.Dee. 

Accessio~ 
. Number 

New 
Model 
Number 

January 1 
April  1 
Ju ly  1 
October 1 

Oven 
Type 

Plant 
aoca- 
t ion 

'lanned I n t r o  . 
Cnto Commerce 

(no/ Y r )  

- - -- 

Changes 


