
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 . 



CHANGES IN DEVICE CLASSIFICATION 

The Act contains provisions far changing the classifica~ion o f  a device. Changes in 
classification are based on FDA's receipt o f  new information about a device. 

FDA may. on its own initiative or in response to a petition by an interested party 
(including n-ianufac(urers). change a device's classification hy regulation. The FDA may 
also revoke any regulation or requirenienl under Section 5 14 (Perfomlance Standards) or 5 15 
(Pren~at-ket Ap roval) (hat pertains to the device. The sections o f  the Act that apply to 
changing classi I?  cation are 5 13(e). 5 1'3(f). 5 14(b). 5 15(b)(2) and 520(1)(1). 

A manufacturer who wishes to have a device reclassified lo a lower class nii~st convince 
tile FDA that the less stringent class requirenients wil l he sufficient to provide 
~wsonahle assurance of safety and effectiveness. I f  the manufacri~rer's petition requests 
that the cle\.ice he niovecl from Class Ill to Class 11. the pelilion must also include 
infomation to clernonstrate that sufficient inforniation exists for developing a perfo~mance 
stanclar-tl to reasonably assure FDA that the device i s  safe and effective for its intended 
use(s). 



Once FDA has clerermined that a classificajion petition contains no deficiencies tliat 
woitlcl ~wxlucle reaching a decision on i t .  the petition is rcl'errzd lo an appropriate 
classification aclvisory comniittee for review and I-ecornuir~irlation to approve 01- deny. The 
cornniit(ee's ~~ecomnienclation is the11 ~~ublislwl in the FEDERAL REGISTER Ibr comment. 

After FDA has completed its review of the comments. i t  notifies the pelilionel- by 
letter whether the petition has been denied or approved. In the case of an appropriate 
petirion. an ortlel- classifying the device into Class I or. I I  will be puhlishecl in the 
FEDERAL REGISTER. 

Petitions for reclassification should be sent directly to the -Food and Drug 
Administration. Docun~enl Mail Center (HFZ-401). 5600 Fishers Lane. Rockville. Maryland 
20857. The outside of the envelope should be clearly marked with the section of the law 
under which the petition is being submitted: for example. "5 1Xe) Petition" or other 
applicable section. The petition and five copies should be submitted on standard size 
paper. 

After final classification is completed. all types of petitions submilted to reclas- 
sify a device should include the following it~formation: 

o generic group of devices to which the petition is applicable: 

o specific action that is bein requested hy the petition (e.g.. " I t  is requested 
that devices(s) be reclassified f rom Class I 1  I to Class I I. " ): 

o completed supplementary data sheets: 

o completed classification questionnaire: 

o full statement of reasons and supporting data demonstrating why the device shoulcl 
not he continued in its present classification and how the proposed 
reclassification will provide reasonable assurance or safety and effecriveness: and 

o a summary of new information used to support the petition. i f  that petition is 
based on new information under Sections 5 13(e). 5 14(b). or 5 15(b) of the Act. 

For information and guidance on classification and reclassification. contact: 

o Office of Device Evaluation 
Investigational Device Exeniprion Staff. H FZ-403 
(301) 427-8 162 

o Di\.ision of Small Manufacturers Assistance. HFZ-220 
(30 1 )  443-6597 or 800 638-204 I 

See following pages for classification questionnaire fo~m and - supplementary data 
sheets. 



Subpart C-Reclassification 

0 860.120 General. 
(a)  Sections 513te) and (f), 514(b), 

515(b), and 520(1) of the act provide 
for reclassification of a device and pre- 
scribe the procedures to be followed to 
effect reclassification. The purposes of 
Subpart C are to: 

(1) Set forth the requirements as to 
form and content of petitions for re- 
classification; 

(2) Describe the circumstances in 
which each of the five statutory re- 
classification provisions applies; and 

(3 Explain the procedure for reclas- 
sification prescribed in the five statu- 
tory reclassification provisions. 

(b) The criteria for determining the 
proper class for a device are set forth 
in 9 860.3(c). The reclassification of 
any device within a generic type of 
device causes the reclassification of all 
substantially equivalent devices within 
that generic type. Accordingly, a peti- 
tion for the reclassification of a specif- 
ic device will be considered a petition 
for reclassification of all substantially 
equivalent devices within the same ge- 
neric type. 

(c) Any interested person may 
submit a petition for reclassification 
under section 513(e), 514(b), or 515(b). 
A manufacturer or importer may 
submit a petition for reclassification 
under section 5lXf or 520(1). 

0 860.123 Reclassification petition: Con- 
tent and form. 

(a) Unless otherwise provided in 
writing by the Commissioner, any peti- 
tion for reclassification of a device, re- 
gardless of the section of the act 
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under which it is filed, shall include 
the following: 
(1) A specification of the type of 

device for which reclassification is re- 
quested; , 

(2)  A statement of the action re- 
"quested by the petitioner, e.g., y t  is 
requested that - device(s) be reclassi- 
f ied from class I11 to a class 11"; 

(3) A completed ~Upplemental data 
sheet applicable to the device for 
which reclassification is requested; 

( 4 A completed classification ques- 
tionnaire applicable to the device for 
which reclassification is requested; 

(5) A statement of the basis for dis- 
agreement with the present classifica- 
tion status of the device; 

(6) A full statement of the reasons, 
together with supporting data satisfy- 
ing the requirements of g 860.7, why 
the device should not be classified into 
its present classification and how the 
proposed classification will provide 
reasonable assurance of the safety and 
effectiveness of the device; 

(7) Representative data and informa- 
tion known by the petitioner that are 
unfavorable to the petitioner's posi- 
tion; 

(8) If the petition is based upon new 
information under section 5 13(e), 
514(b), or 515(b) of the act, a summary 
of the new information; 

(9) Copies of source documents from 
which new information used to sup-  
port the petition has been obtalned 
(attached as appendices to the peti- 
tion). 

(b) Each petition submitted pursu- 
ant to this section shall be: 

(1) Addressed to the Food and Drug 
Administration, Center for Devices 
and Radiological Health. Off Ice of 
Standards and Regulations ( HFZ-84 ). 
5600 Fishers Lane. Rockville. 
20857; 

(2) Marked clearly with the section 
of the act under which the Petition 
being submitted, i.e.. "513(c)." 
~513(f)," "514(b)," "fl%b)." Or "5m1) 
Petition"; 

(3) Bound in a volume or volume- 
where necessary; and 

(4) Submitted in an od&al and two 
copies. 
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[43 FR 32993, July 28. 1978, as amended a t  
49 FR 14505. Apr. 12. 1984: 53 FR 11253. 
Apr. 6. 1988; 55 FR 11169. Mar. 27, 19901 

61 860.125 Consultation with panels. 
(a) When the Commissioner is re- 

quired to refer a reclassification peti- 
tion to a classification panel for its 
recommendation under 8 860.134, or is 
required, or chooses; to consult with a 
panel concerning a reclassification pe- 
tition. such as under 8 860.130. 
8 860.132, or 9 860.136. the Commis- 
sioner will distribute a copy of the pe- 
tition. or its relevant portions, to each 
panel member and will consult with 
the panel in one of the following ways: 

( 1) Consultation by telephone with 
a t  least a majority of current voting 
panel members and, when possible, 
nonvoting panel members; 

(2)  Consultation by mail with a t  
least a majority of current voting 
panel members and, when possible, 
nonvoting panel members; and 

(3) Discussion a t  a panel meeting. 
(b) The method of consultation 

chosen by the Commissioner will 
depend upon the importance and com- 
plexity of the subject matter involved 
and the time available for action. 
When time and circumstances permit, 
the Commissioner will consult with a 
panel through discussion a t  a panel 
meeting. 

(c) When a petition is submitted 
under 5 860.134 for a post-enactment, 
not substantially equivalent device 
("new device"), in consulting with the 
panel the Commissioner will obtain a 
recommendation that includes the in- 
formation described in $ 860.84(d). In 
consulting with a panel about a peti- 
tion submitted under 5 860.130. 
5 860.132, or 9 860.136, the Commis- 
sioner may or may not obtain a formal 
recommendation. 

0 860.130 General procedures under sec- 
tion 513(e) of the act. 

(a)  Section 513(e) of the act applies 
to reclassification proceedings under 
the act based upon new information. 

(b) A proceeding to reclassify a 
device under section 513(e) may be ini- 
tiated: 

(1) On the initiative of the Commis- 
sioner alone: 

(2) On the initiative of the Commis- 
sioner in response to a request for 
change in cla~sification based upon 
new information, under section 514(b) 
or 515(b) of the act (see 5 860.132); or 

(3) In response to thespetition of an 
interested person, based upon new in- 
formation. filed in accordance with 
8 860.123. 

tc) The rulemaking procedures in 
8 10.40 of this chapter apply to pro- 
ceedings to reclassify a device under 
section 513te1, except that the Com- 
missioner may secure a recommenda- 
tion with respect to a proposed reclas- 
sification from the classification panel 
to which the device was last referred. 
The panel will consider a proposed re- 
classification submitted to it by the 
Commissioner in accordance with the 
consultation procedures of P 860.125. 
Any recommendation submitted to the 
Commissioner by the panel will be 
published in the FEDERAL REGISTER 
when the Commissioner promulgates a 
regulation under this section. 

(d) Within 180 days after the filing 
of a petition for reclassification under 
this section, the Commissioner, by 
order published in the FEDERAL REGIS- 
TER, will either deny the petition or 
give notice of his intent to initiate a 
change in the classification of the 
device. 

(el If a device is reclassified under 
this section. the regulation effecting 
the reclassification may revoke any 
performance standard or premarket 
approval requirement that previously 
applied to the device but that is no 
longer applicable because of the 
change in classification. 

( f )  A regulation under this section 
changing the classification of a device 
from class 111 to class I1 may provide 
that such classification will not take 
effect until the effective date of a per- 
formance standard for the device es- 
tablished under section 514 of the act. 

9 860.132 Procedures when the Commis- 
sioner initiates a performance standard 
or  premarket approval proceeding 
under section 514(b) or 515(b) of  the 
act. 

(a) Sections 514(b) and 515(b) of the 
act require the Commissioner to pro- 
vide, by notice in the FEDERAL REGIS- 
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TER, an opportunity for interested par- 
ties to request a change in the classifi- 
cation of a device based upon new in- 
formation relevant to its classification 
when the Commissioner initiates a 
proceeding either to develop a per- 
formance standard for the device if in 
class 11, or to promulgate a regulation 
requiring premarket approval for the 
device if in class 111. In either case. if 
the Commissioner agrees that the new 
information warrants a change in clas- 
sification. the Commissioner will pub- 
lish in the FEDERAL REGISTER notice of 
the Commissioner's intent to initiate a 
proceeding under section 513(e) of the 
act and 8 860.130 to effect such a 
change. 

(b) The procedures for effecting a 
change in classification under sections 
514(b) and 515(b) of the act are as fol- 
lows: 

(1) Within 15 days after publication 
of the Commissioner's notice referred 
to in paragraph (a) of this section, an 
interested person files a petition for 
reclassification in accordance with 
§ 860.123. 

( 2  The Commissioner -consults with 
the .appropriate classification panel 
with regard to the petition in accord- 
ance with § 860.125. 

(3) Within 60 days after publication 
of the notice referred to in paragraph 
(a) of this section, the Commissioner. 
by order published in the FEDERAL 
REGISTER. either denies the petition or 
gives notice of his intent to initiate a 
change in classification in accordance 
with 8 860.130. 

§ 860.134 Procedures for "new devices" 
under section 513(f) of the act. 

(a)  Section 513(f)(2) of the act ap- 
plies to reclassification proceedings 
initiated by a manufacturer or import- 
er for reclassification of a device cur- 
rently in class I11 by operation of sec- 
tion 513(f)(l) of the act. This category 
includes any device that is to be first 
introduced or delivered for introduc- 
tion into interstate commerce for com- 
mercial distribution after May 28, 
1976, unless: 

(1) I t  is substantially equivalent to 
another device that was in commercial 
distribution before that date and had 
not been regulated before that date as 
a new drug; or 

. ( 2 )  I t  is substantially equivalent to 
another device that was not in com- 
mercial distribution before such date 
but which has been classified into 
class I or class 11; or 

(3) The Commissioner has classified 
the device into class I or class I1 in re- 
sponse to a petition for reclassification 
under this section. 

The Commissioner determines wheth- 
er a device is "substantially equiva- 
lent" for purposes of the application 
of this section. If a manufacturer or  
importer believes that a device is not 
"substantially equivalent" but that it 

'should not be in class I11 under the 
criteria in 9 860.3W. the manufacturer 
or importer may petition for reclassifi- 
cation under this section. A manufac- 
turer or importer who believes that a 
device is "substantially equivalent" 
and wishes to proceed to market the 
device shall submit a premarket notifi- 
cation in accordance with Part 807 of 
this chapter. After considering a pre- 
market notification, the Commissioner 
will determine whether the device is 
"substantially equivalent" and will 
notify the manufacturer or importer 
of such determination in accordance 
with Part 807 of this chapter. 

(b) The procedures for effecting re- 
classification under section 513(f) of 
the act are as follows: 
(1 The manufacturer or importer of 

the device petitions for reclassification 
of the device in accordance with 
9 860.123. 

(2)  Within 30 days after the petition 
is filed, the Commissioner notifies the 
petitioner of any deficiencies in the 
petition that prevent the Comrnission- 
er from making a decision on it  and 
allows the petitioner to supplement a 
deficient petition. Within 30 days 
after any supplemental material is re- 
ceived, the Commissioner notifies the 
petitioner whether the petition. as 
supplemented, is adequate for review. 

(3) After determining that the pet[- 
tion contains no daiciencies preclud- 
ing a decision on it, the Cornmissioner 
refers the petition to the appropriate 
classification panel for its review and 
recommendation whether to approve 
or deny the petition. 

(4) Within 90 days after the date the 
petition is referred to the panel. fol- 
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lowing the review procedures set forth 
in 4 860.84(c) for the original classifi- 
cation of an "old" device, the panel 
submit. to the Commissioner its rec- 
ommendation containing the informa- 
tion set forth in 4 860.84(d). A panel 
recommendation is regarded as prelim- 
inary until the Commissioner has re- 
viewed it. discussed i t  with the panel, 
if appropriate, and- developed a pro- 
posed reclassification order. Prelimi- 
nary panel recommendations are filed 
in the Dockets Management Branch 
upon receipt and are available to the 
public upon request. 

(5) The panel recommendation is 
published in the FEDERAL REGISTER as 
soon as practicable and interested per- 
sons are provided an opportunity to 
comment on the recommendation. 

(6) Within 90 days after the panel's 
recommendation is received (and no 
more than 210 days after the date the  
petition was filed), the Commissioner 
denies or approves the petition by 
order in the form of a letter to the pe- 
titioner. If the Comrnissioner approves 
the petition, the order will classify the 
device into class I or class I1 in accord- 
ance with the criteria set forth in 
§ 860.3(c) and subject to the applicable 
requirements of 9 860.93. relating to  
the classification of implants, life-sup- 
porting or life-sustaining devices, and 
§ 860.95, relating to exemptions from 
certain requirements of the act. 
(7) Within a reasonable time after is- 

suance of an order under this section, 
the Commissioner announces the 
order by notice published in the FED- 
ERAL REGISTER. 

0 860.136 Procedures for transitional 
products under section 520W of the 
act. 

(a) Section 520(1)(2) of the act ap- 
plies to reclassification proceedings 
initiated by a manufacturer or import- 
er for reclassification of a device cur- 
rently in class I11 by operation of sec- 
tion 520(1)(1) of the act. This section 
applies only to devices that the Food 
and Drug Administration regarded as 
"new drugs" before May 28,1976. 

(b) The procedures for effecting re- 
classification under section 520(1) are 
as follows: 
(1 The manufacturer or importer of 

the device files a petition for reclassifi- 

cation of the device in accordance with 
§ 860.123. 

(2) Within 30 days after the petition 
is filed, the Commissioner notifies the 
petitioner of any deficjencies in the 
petition that prevent the Commission- 
er from making a decision on it, allow- 
ing the petitioner to supplement a de- 
ficient petition. Within 30 days after 
any supplemental material is received. 
the Commissioner notifies the peti- 
tioner whether the petition, as supple- 
mented, is adequate for review. 

(3) The Commissioner provides the 
petitioner an opportunity for a regula- 
tory hearing conducted in accordance 
with Part 16 of this chapter. 

(4) The Commissioner consults with 
the appropriate classification panel 
with regard to the petition in accord- 
ance with § 860.125. 

(5) Within 180 days after the peti- 
tion is filed (where the Comrnissioner 
has determined it to be adequate for 
review), the Comrnissioner, by order in 
the form of a letter to the petitioner, 
either denies the petition or classifies 
the device into class I or class I1 in ac- 
cordance with the criteria set forth in 
Q 860.3(c). 

(6) Within a reasonable time after is- 
suance of an order under this section. 
the Commissioner announces the 
order by notice published in the FED- 
ERAL REGISTER. 

Sec. 

standard. 
1.30 Development of standards. 



CLASSIFICATION QUESTI'ONNAIRE 

PROPOSED RULES r r o r w  tfs~rrtr, voi. 42. NO. 177-rutro~r. rcntmatt 11. 1977 16031 

In 1 860.3 ( f \. the Commissioner is also 
proposing a definition of "classiflcation 
questionnaire." In the May 19. 1975 
notice concerning classification. an 18- 
question classiflcation loeic system was 
Included whlch has since been conformed 
to the classiRcation provisions in the act 
as enacted. The clrssiflcaWon question- 
nalre is intended only to assist in deter- 
mining the proper device classification by 
facilitating the application of the cri- 
teria in proposed O 860.3 (c) . 

- Eksides the 18-question classification 
questionnaire that will be used for most 
devices. a sewrate six-question questlon- 
nafre has been developed for use in c b -  
sifying in vita diagnostic products. t~hlch  
are a kind of device. Thb seperate ques- 
tionnaire is desirable because of the dif- 
ferent characteristics of invitro diag- 
nostic products. 

The current classification question- 
naires read as follows: 

Question I; I s  the  derlce custom made? 
Answer: Yes-Go to questlon 2. So-Go So 

questlon 3. 
Question 2: Although the derlce Is custom 

nrnde. can standards be npplled? 
Answer: Yes or  N H o  to question 17. 
Question 3: Is tlie devlce l ife-sustaini~~g or 

Ilfe-supportlng? 
' Answer: Yes- GO :o c!tt~itictl 5. SO-Go to 
questlon 4. 

Question 4: 1% t!rc device or dlagnostl= In- 
formation derived from ure of the derlce 
potentially hazardous to life or good health 
when properly used? 

Ansacr: Yes-Go to qrtestlot~ 5.  No-Go to 
qsestlcn 7. Do not knaw-Go Lo questlon 5. 

Question 5. Is the device of s w h  n nature 
tha t  : (3) SulBclent s c l e ~ ~ r l n c  pnd medtcal 
data exlst from whlch adeq\~ace standards 
yovcrnlng the device safcty and efficncy could 
no t  be establlslred; and. 9,) development 
and  application of such a stantlard would 
be adequatc to control the device? 

Answer: Yes-Go to question 7. KO-Go tn 
questlon 6. Do not know-Go to qucstlon 6. 

Q~cesrion 6: Is the devlce currently in use 
nnd mnrketed In the United States? 

Answcr: Yes or  No-Go to questlon 7. 
Question 7 :  When t l ~ e  devlce Is wed.  15 It 

renrore from the body? (Rcnlotc nlcnlls nu 
physical or energy coti~lecLion lo the body. 
nor Is It used as a part of a dellvery system 
for gases. nuids. or other materials lo or from 
thc  body.) 

Answer: Yec-Go to q u e \ l i o ~ ~  14. No-Go 
to questlon 8. I Dcvlce Is not remote If It Is: 
( I )  Assoclatcd wlth the body t h r o u ~ h  some 
form o(  cttergy iransmlsslon or corrducClon 
or used a s  a dellvery %)'stern lor gbsea. nulds 
or othcr mntcrlals co or from 1hc bod)': ( 2 )  

used on surface of the body; (3) used In 
contact with a n  inte'rnal body surface-or 
cavlty or used as a short-term Implant: 
and/or (4) used as a long-term Implant U ~ a t  
I. desgned to be Inserted Into the  body and 
reslde lndeflnltely t l t h l n  the body.) Do not 
know-Go to question 8. 

Questfon 8: Is the devlce powered by r non- 
manual external or Internal source (such u 
electrical. pneumatic. nuclear. etc.) 7 

Answer: Yes--Go to questlon 9. No-Go to 
questlon 13. 

Questbn 9: Wlll t he  use of the devlce or 
fallure of power or devlce power source pre- 
sent a pokntlal  hazard to  the patlent? 

Answer: Y u  a No--Go to questlon 10. 
Do no t  know--00 to question 10. 
Quutbn 10: Dou fhc devlce emlt  m o t  

Inject any form of energy to or hfo the 
body7 

Answer: Yes---Go to  questlon 11. N 0 - a  
to question 13. 

Quejtion 11: Hare the energy levels used 
been shown to be rcceptabh? 

Answer: Yes o r  N W o  to questlon 12. 
Question 12: WUI nurlfunctlon oC the  de- 

vice result In safe energy levels? 
Answer: Yes or N-Go to qucstlon 13. Do 

not know-Go to questlon 13. 
Question 13: Does t h e  devlce use material 

for contact with the body nhlch is generally 
acceptable or has known and acceptable 
propertles whlch a n  be provlded wlth no 
additional control requirements? 

Answer: Yes or No-Go ta question 14. Do 
not know---Go to q u a t l o n  14. 

Qucstion 14: Does t he  device have any 
known hazards. llmltatlons. or  shortcomings 
which can be avoided by promulgatlon of 
Federal regulatlorrs applicable to the devlce 
In questlon? 

Answer: Yes or N d o  to quertlon 15. 
Question 15: If  the devlce performs some 

meMurement Iunctlon. should the accuracy. 
reproducfblllty. or Ilmltatlons of the lnfor- 
maUon supplled be clearly lndlcated to the  
user by appropriate labtthlg. Lnstructlons, or 
prccautlons? 

Answer: Yes-Go to questlon 16. Speclal 
labellng may be required to tndlcatc the  ac- 
curacy. reproduclbtlity. or  llmltatlorrs of the  
lnformatlon supplied by the devlce. So-Go 
to questlon 16. 

Qtcestion 16: Does the tlcvlct have perform- 
a w e  charactericitlcs whlch should be matn- 
La111cd at a sntisfactory level. such level h a v e  
ing gcncral ngrecnwlrt anlong the user 
groups? 

Answer: 1-cs or No-Go to quesllon 17. 
QttcsLion 17: Is thc devlce uacd wlth other 

devlces 111 such A way t ha t  the system in 
whlch It 1s used can bc hazardous' I! the  
system Is not assembled. used. or matntalned 
111 a s~tlsfactory tashlon? 

Answer: Yes  or do not knowSpecln1 la- 
bellng may bc rcqulrcd to warn the user that: 
the devlcc nmy bc hazardous I f  the system Is 
noc 8ssembled. used. or m~ln la lncd  In a sat- 
I~fnctory 1,uhlon. 



Questton Id: Is the devlce potentlally haz- 
nrdous to the fetus or the gonads when prop- 
erly used? 

Answer: Yes or do not know-The device 
wl l l  be revlewed by the obatetrlcal and gyne- 
cologlcal punel m d  #a ctwlfylng panel 
Jolntly for further clssslncstlon. 

Qtccslion 1: Is the In vltro dlagnostlc prod- 
uct. or I~ifornaatlo~r derlved from the usc of 
the  dlagnostlc product potentlally hazargous 
ta life. health. or well being when put to 
i tb  Intended use? 

Answer: Yes or No-00 to questlon 2. 
Qtcestron 2.' Arc general controls (clrcss I). 

ndequate t o  ewure the .safe and ellectlvc 
use of the product? 

Answer: Yes-Go lo c1ucs:ton 5. KO-Go to 
uuestlola 3. 

Question 3: Considering the nature and 
com~lexl t r  ot the ~ m d u c t  and wallable scl- 
entinc arid medlcd data. ~s tt -1b1e to  
develop a tund~rd'or met of standards to 
control the safety or effcctirencss of the dl- 
agnostic product? 

Answer: Yes-Oo to qui-s:ion 5. Xo-Go to 
questlon 4. 

Question 1: Can some components or char- 
acterlstlu of tho product be dequately con- 
trolled by standard.? SpecUy. 

Answer: 'its or S- to questlon 5. . 

Qucslion 5: Arc there hlly special probletm 
relrrtlng to the product that  requlre special 
amntlon:  (For example. ..peclal Jabelfng rc- 
qulrements lncludlng areas cuch as wxrcl- 
lngs) ? Identlfy the  problem. 

Answer: Y e s 4  on to question 6. 
Qitestion 6: Does the product require - ~ : I I C  

folm of certificatlon? Debne. 

The Commissioner is also praposing :I 
dcfinition of "supplemental data sheet." 
?'he suppIemental data sheet has been 
preparcd to gather together and report 
information relevant to the classifica- 
t.ion and reclassification of a device and 
is to bc used by clsslllcation panels and 
may be used in petitlons for reclassifica- 

t i m  Lo satisly the requirements of pro- 
imxd 9 860.123~a).(3!. 
Thc classiRcaUon questionnaire and 

supplemental data sheet may be changed 
frofn time to time as tht agency gains 
experience in their use. Current ccrpies 
may be obt,?ined from the ClassiAcation 
Coordinator WFI(-400). Bureau of 
Medical Devicci, Food and Dntg Admin- 
istration. 8757 Georgia Ave.. Silver 
Spring, hfD 20910. 

The w p o s e d  definition of "generic 
type of device" 4 intended to identify 
tlxxe device products that  are so sfmllar 
that they can be considered the tame 
type of device for purposes of applying 
the regulatory controls provided by the 
act. The definition of "generlc type of 
device" is important for proposed Part 
860 because actions taken on both clas- 
sl'ication and rec.lswffication apply to 
all devices which are within the samc 
generic type of device and whlch are 
substantially equivalent. This approaclr 
is necessary to enable the Commissionw 
to provide similar regulatory treatment 
for essentially identical products of dif- 
ferent manufacturers or !mWrters. 

Cot?fidentiatity and use of dala cnti 
inlormcction submitted in connection 
with classificatiotr and reclassification. 
Proposed 5 860.5 governs the availability 
for public disclasure and the use by the 
Comrnissioncr of any daCa and informa- 
tion submitted to the classification pan- 
els or the Commissioner in connection 
with the classiflcatlon and reclassifica- 
tion of devices under proposed Part 860. 

The policy expressed in 4 860.5k) con- 
cerning the availability for public dis- 
closure 01 safety and effectiveness data. 
submitted in connection n-fth claslflca- 
tion codifies rules announced in the May 
19. 1975. notlce on interlm medical de- 
vice classiflcatlon procedures and is con4 
sistent with the leglslatire history of 
the amendnlents (Ref. 1. a t  pp. 48-501. 



CLASSIFICATION QUEST1.ONNAIRE I'ORh4 

Medical Device C l a s s l f ~ c a t i o n  System 

I Pan=] Member: 0a te: 

Oevicc: .-- 

Use .-- ~ a t ~ a ~ f e ~ n  --.- Oiaonostl cl-Jtioni torinqflPwsthetic@Surgical_T]Ther~ocu t i c n o t h e r  

Requl a t o r y  Level : I. General Contmls Specif ic device orcblems: Yes No 
I f .  Pcr fo IWI~ce Standards 

111. Prcmartet Aooroval 

~ l c s s i  f i c a t i o n  System 

1, Custom Hade? ' 

yes 
egu- I 

NO E r  I :story ~ u e s t i m  ~ c h a e  
h @ r ( l  Level 1 

/ Yes-2 NO-3 

2. Cusrcm ktaae: Sundard? I 
3. Li fe-sustain ing? 

IN':' 17 

Yes--5 N o 4  

4. Potent ra l  l y  hazardous t o  l i f e ,  good healch 

I 

I Yes No--7 
Otl K 
Y es--7 Ho 

O N K " ~  
Yes , 
No 
les--iJ 0 -  

kc# 
Y es--9 :lo-13 

9. F a i l u r e  o f  ?met-: hazardous t o  pat len t?  

10. ln t roouce energy I n t o  oody? 
TI .Acceptable energy leve ls?  

2 
- - -  

1 5  -3a ter ia1  regarded as safe w i  thaut  standard: 

7 4.?roscrl p;i ons needed? 
l i m i t a t i o n ,  hazzrds, d i f f i c u l t i e s ,  oroblems 

1 5 . l z o e i  l n g .  1ns:ructions o r  precautions On 
measurement funct ion? 

iti.?erior.mnce Stanaards? 

I 
3. (a)  Can standaras be developed now; and I I 

T;. Specid l sa iery  systa-ns considerarlons? I I I I !iktIi8 - .  
I8 .?o ten t i a l  l y  hazaraous t 3  i.?cus andlor gonaas I 1 1 ;  I f c s :  i o  

I .:.jd Ob-Gvn >¶ne! 
COW Cens::y Csalng -3ra I I I  I I 

(3 )  would standard be cdemate? 
6. Marketed ~n U.S.? 

2.  Remote i m m  ooay? 

8. Powered? 

1 1  

I 

I 

1%%",0 
1 1  I I Yes-1 1 No-13 

I I i isj  12 

:zs 113  
onx 1 k?}14 .. 
(3XK 

I I::S) 1 5  

I I I .  Y e s  16 
?I o 

I I Yes' I I ! I o ) l 7  



Supplementary Data Sheet 
Summary of Reasons for Classification 

Device Name 

Classification Panel 

Is device an implant? 

Indications for use prescribed, recommended, or suggested in the device's - - 

labeling that were considered by the panel 

Identification of any risks to health presented by device 

General 

Specific Hazards 
to Health 

Characteristic or Feature of Device 
Associated with Hazard 

Recommended panel classification and priority 

Classification Priority (Class I1 or I11 Only) 

I f  device is an implant, or is life-sustaining or life-supporting, and has been 
classified in a category other than Class 111, explain fully reasons for the 
lower classification with supporting documentation and data 



Summary of da ta  including clinical experience o r  judgment upon which 
classification recom m'endation is based 

Identification of a n y  needed restrictions on the  use of t h e  device 

If device is in Class I, recommend whether FDA should exempt it from: 

Justification/COMMENTS 

Registration a. 

Records and Reports b. 

Good Manufacturing Practice c. 

Existing standards applicable to the  device, device subassemblies 
(components), o r  device materials (parts  and accessories) 





10. IF DEVICE IS IN CLASS I. RECOMMEND WHETHER FDA SHOULD EXEMPT IT FROM 
Justification /Comments 

[7 a. Registration I Device Listing 

I b. Prernarket Notificaticn 

I c. R-ds and Reports 

I ......................................................................................................................... d. Gmd Manufacturing Prac!,ice - 

11. EXlSTlNG STANDARDS APPLICABLE TO M E  DEVICE. DEVICE SUBASSEMBLIES (Components) OR DEVICE MATERIALS (Parts and Accessories) 

12. COMPLETE THIS FORM PURSUANT TO 21 CFR PART 860 AND SUBMIT TO: 

Food and Drug Administration 

Center for Devices and Radiological Health 

Office of Health and Industry Programs (HFZ-215) 
1350 Piccard Drive 

Rockville, MD 20850 

OMB STATEMENT 

Public reporting burden tor this collection o f  Information is estimated to average 1-2 hours per response. induding the time for reviewing 
instructions, searching existing data sources. gathering and maintaining the data needed, and completing and reviewing the collection of information. 
Send mmments regarding this burden estimate or any other aspect of this collection of information, induding suggestions for reducing this burden to: 

DHHS Reports Clearance Officer, Paperwork Reduction Project (09100138) 
Hubert H. Humphrey Building. Room 531-H 
2M3 Independence Avenue. S.W. 
Washington. DC 20201 

I (Please DO NOT RETURN this form to lhis addresa) 

I An agency may not condun or sp~nsor. and a pason K no( required to respond lo. a ~~llecl10n of infOrmaltM unless if dsp/ays a currently valid OM8 crnird number. 

FORM FDA 3427 (2197) PAGE 



INSTRUCTIONS FOR SUPPLEMENTAL DATA SHEET 

1. The Supplemental Data Sheet should be prepared in conjunction with either the General 
Device Questionnaire or the In Vitro Diagnostic Product Questionnaire. The preparer 
should refer to Title 21 Part 860 of the Code of Federal Regulations for classification I 
reclassification definitions and procedures. 

2. The Supplemental Data Sheet is designed to provide the device description, intended use, 
the risks of the device, the recommended class and the scientific support for the class and 
proposed level of controls. 

3. The information requested by questions 1 through 8 must be provided for all devices. 

4. Question 9 can be answered by referring to question 11 a of the General Device 
Questionnaire or 7a of the In Vitro Diagnostic Product Questionnaire. 

5. Question 10 refers only to devices recommended for class I, and is a recommendation for 
exemptions form the General Controls listed. 

6. Question 11 requests the listing of any existing standards for the device being classified. 
The standards to be listed could be standards drafted by professional groups, standards 
groups or manufacturers. 

7. Send this completed form and the appropriate questionnaire to the address indicated in 
1 item 12. 

I 
FORM FDA 3427 (2197) PAGE 



1. IS M E  DEVICE UFE-SUSTAINING OR UFE-SUPWRTING ? 

PREVENTING IMPAIRMENT OF HUMAN HEALTH ? 

OR INJURY ? 

5. IS MERE SUFFICIENT INFORMATION TO DETERMINE THAT GENERAL 
CONTROLS ARE SUFFICIENT TO PROVIDE REASONABLE ASSURANCE OF 
SAFETY AND EFFECTIVENESS ? 

6. IS MERE SUFFICIENT INFORMATION TO ESTABLISH SPECIAL COMROLSTO 
PROVIDE REASONABLE ASSURANCE OF SAFETY ANb EFttCTIVENtSS ? 

7. IS MERE SUFFICIENT INFORMATION TO ESTABLISH SPECIAL COMROLSTO 
PROVIDE REASONABLE ASSURANCE OF SAFETY ANb ttFECTIVENtSS ? 
IF YES. CHECK THE SPECIALCONTROL(S) NEEDED TO PROVIDE SUCH 
REASONABLE ASSURANCE. FOR CUSS II. 

Postmarket Surveillance 

C] Performance Standard@) 

Patient Registries 

Dev~m Tracldng 

Testing Guidelines 

[7 Other (specify) 

I 8. IF A REGULATORY PERFORMANCE STANDARD IS NEEDED TO PROVIDE 
REASONABLE ASSURANCE OF THE SAFETY AND EFFECTIVENESS OF A CLASS 
II OR Ill DEVICE, IDENTIFY THE PRIORITY FOR ESTABUSHING SUCH A 
STANDARD. 

C] Low Priority 

Medium Priority 

High Priority 

C] Not Applicable 

I 9. FOR A DEVICE RECOMMENDED FOR RECLASSIFICATION INTO CUSS 11. 
SHOULD M E  RECOMMENDED REGULATORY PERFORMANCE STANDARD BE IN 
PLACE BEFORE THE RECIASSIFICATION TAKES EFFECT ? 

10. FOR A DEVICE RECOMMENDED FOR CLASSIFICATION I RECLASSIFICATION INTO 
CLASS Ill, IDENTIFY THE PRlORlM FOR REQUIRING PREMARKET APPROVAL 
APPLICATION (PMA) SUBMISSIONS. 

C] Low Priority 

C] Medium Pr~ority 

C] High Priority 

Not Appl~cable 

I 
FORM FDA 3429 (2197) 

]YES NO 

] NOT Applicable 

Go to ttem 3. 

ALTH AND HUMAN SERVICES RM APPROVED: OMB NO. 091 W138 
FOOD AND DRUG ADMINISTRATION PIRATION DATE January 1. 20M 

Go to kern 4. 

If 'Yes." go to ltem 7. 

If "No." go to ltem 5. 

If ''Yes." Classify in Class I. 

If "No." go to Item 6. 

If "Yes." go to Item 7. 

If "No." Classify in Class I. 

n Yea: Classify in Class II 

If 'No." Classify in Class Ill 

Page 1 



la .  CAN THERE OTHERWISE BE REASONABLE ASSURANCE OF ITS SAFETY AND 
EFFECTIVENESS WITHOUT RESTRICTIONS ON ITS SALE, DISTRIBUTION OR USE. YES 0 I f  "Yes," go to Itern 12. 
BECAUSE OF ANY POTENTIALITY FOR HARMFUL EFFECT OR THE COLLATERAL 
M E ~ U R E S  NECESSARY FOR THE DEVICE'S USE ? It 'No,", go to Item 1 I b. 

I I 

lb. IDEKnFY THE NEEDED RESTRICTION(S) [If Item 7 la. was checked "N0:7 I I 
Only upon the mitten or oral authorization of a practitioner licensed by law to 
admtntster or use the d e w  I 
Use only by persons with specific training or experience in its use I I 
Use only in certain facilities I I 
Other (Specify) I 

I I 
12. COMPLETE THIS FORM PURSUANT TO 21 CFR PART 860 AND SUBMIT TO: 

Food and Drug Administration 
Center for Devices and Radiological Health 
Office of Health and Industry Programs (HFZ-215) 
1350 Piccard Drive 
Rockville, MD 20850 

I OMB STATEMENT 

PuMk raporting burden for this collection of information is estimated to average 1-2 hours per response, induding the time for reviewing 
instructions. searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the mlledion d information. 
Send comments regarding this burden estimate or any other aspect of this collection of information. induding suggestions tor reducing this burden to: 

DHHS Reports Clearance Officer. Paperwork Reduction Projed (091 Wl38) 
Hubert H. Humphrey Buildmg, Room 5314 
2M Independence Avenue. S.W. 
Washtngton, DC 20201 

I (Please DO NOT RETURN this tom lo (his ad&-) 

I 
FORM FDA 3429 (2197) Page 2 



INSTRUCTIONS FOR GENERAL DEVICE QUESTIONNAIRE 

1. Answer each question by checking yes or no in the middle column and follow the 
instructions in the column on the right. The preparer should refer to Title 21 Part 
860 of the Code of Federal Regulations for classification/reclassification definitions 
and procedures. 

2. The General Device questionnaire is designed to aid in the determination of the proper 
class for all medical devices except for In Vitro Diagnostic devices. 

3. A medical device should be placed in the lowest class which will provide adequate 
controls to reasonably assure the safety and effectiveness of the device. 

4. Questions 1, 2, and 3 pertain to the degree of risk of the device and can be answered 
broadly. 

5. Questions 8 & 9 are not applicable unless a regulatory standard, subject to section 
514 of the Food, Drug, and Cosmetic Act, as amended, 1976, has been designated as a 
"special control." 

6. Question 10 is applicable only to devices recommended for class Ill. 

7. Question 1 l a  refers to restriction such as prescription use or similar limitations as 
to the use of the device. 

8. Use this completed questionnaire to prepare the Supplemental Data Sheet. Send both 
forms to the address indicated in question 12. 

FORM FDA 3429 (2197) Page 3 



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE - FOOD AND DRUG ADMINISTRATION 

FORM APPROVED: OMB NO. 0910-01 38 
EXPIRATION DATE: January 1 .2WO 

IN VlTRO DIAGNOSTIC PRODUCT CLASSIFICATION QUESTIONNAIRE 
PANEL MEMBER 1 PETITIONER 

1. IS THE IN VlTRO DlAGNOSTlC PRODUCT OR INFORMATION DERIVED FROM ITS US 
POTENTIALLY HAZARDOUS TO LIFE. HEALTH, OR WELL BEING WHEN PUT TO ITS 
INTENDED USE ? 

(See OMB Statement on Page 2) 

DATE 

GENERIC TYPE OF DEVICE 

2. IS THERE SUFFICIENT INFORMATION TO DETERMINE THAT GENERAL CONTROL 
ARE SUFFICIENT TO PROVIDE REASONABLE ASSURANCE OF THE SAFETY AND 
EFFECTIVENESS OF THE DEVICE ? 

- 
CLASSIFICATION REC0MMENDATK)N 

3a. CONSIDERING THE NATURE AND COMPLEXITY OF M E  PRODUCT AND THE 
AVAILABLE SCIENTIFIC AND MEDICAL INFORMATION. IS MERE SUFFICIENT 
INFORMATION TO ESTABLISH A SPECLAL CONTROL OR SET OF SPECIAL 
CONTROLS TO PROVIDE REASONABLE ASSURANCE OF THE SAFETY AND 
EFFECTIVENESS OF THE DEVICE ? 

3b. CHECK THE SPECIAL CONTROL(S) NEEDED TO PROVIDE SUCH REASONABLE 
ASSURANCES (If "YES" to Item 3a) 

Postmarket Surveillance 

Performance Standard(6) 

C] Testing Guidelines 

Device Tracking 

Other (Specifyl 

la. IS A REGULATORY PERFORMANCE STANDARD NEEDED TO PROVIDE 
REASONABLE ASSURANCE OF M E  SAFETY AND EFFECTIVENESS OF A CLASS II 
OR Ill DEVICE 7 

4b. IF 'YES." TO ITEM 4a.. IDENTIFY THE PRIORITY FOR ESTABLISHING SUCH A 
STANDARD. 

0 LOW Priority 

Medium Priority 

High Priority 

i. FOR A DEVICE RECOMMENDED FOR RECLASSIFICATION INTO CUSS II, SHOULD 
THE RECOMMENDED REGULATORY PERFORMANCE STANDARD BE IN PLACE 
BEFORE THE RECLASSIFICATION TAKES EFFECT ? 

6. FOR A DEVICE RECOMMENDED FOR CLASSIFICATION I RECLASSIFICATION 
INTO CLASS Ill, IDENTIFY THE PRIORITY FOR REQUIRING PREMARKFT 
APPROVAL APPLICATION (PMA) SUBMISSIONS. 

0 LW Prioriiy 

Medium Priority 

High Priority 

Not Applicable 

)RM FDA 3428 (2197) 

q NOT Applicable 

]YES O N 0  

7 NOT Applicable 

Go to ltem 2. 

If 'Yes," classify in Class I 
If "No,", go to Item 3. 

f "Yes," Classif in Class II 
and go to ltem ib.  

f "No," Classify in Class Ill 
md go to ltem 4a. 

Page 1 



CAN THERE OTHERWSE BE REASONABLE ASSURANCE OF ITS SAFETY AND 
EFFECTIVENESS WITHOUT RESTRICTIONS ON ITS SALE DlSTRlRUTlON OR -- , - . - . . . . - - . - 

USE, BECAUSE OF.ANY!%TE-~~IA~-FOR HARMFUL EFFECT OR THE 
COLLATERAL MEASURES NECESSARY FOR THE DEVICE'S USE ? 

7b. IDENTIFY THE NEEDED RESTRICTION(S) IF ITEM 7a. IS "NO." 

Only upon the written or oral authorization of a practitioner licensed by law to 
administer or use the device. 

Use only by persons with specific training or experience in its use. 

Use only in certam facilities. 

Other (Specifyl: 

8. COMPLETE THIS FORM PURSUANT TO 21 CFR PART 860 AND SUBMIT TO: 

Food and Drug Administration 
Center for Devicss and Radiological Health 
Office of Health and Industry Programs (HFZ-215) 
1350 Piccard Drive 
Rockville, MD 20850 

If "Yes," go to Item 8. 

If "No," go to Item 7b. 

OMB STATEMENT 

Public reporting burden for this collection of Intormation is estimated to average 1-2 hours per response. induding the time for reviewing 

instructions. searching existing data sources, gathering and maintaining the data needed. and completing and reviewing the mllection of information. 

Send comments regarding this burden estimate or any other aspect of this collection of information, induding suggestions for reducing this burden to: 

DHHS Reports Clearance Officer, Paperwork Reduction Project (091 W138) 
Hubert H. Humphrey Building. Room 53144 
2W Independence Avenue. S.W. 
Washington, DC 20201 

(Please DO NOT RETURN this form lo  mis address.) 

An q f f i y  m y  notcondud oreponso~. ends person f i  nol required to reJpcnd to, e mllaclion of lnfomba,  unless If diqleys a currently valU OM8 cwntrd numba. 

ORM FDA 3428 (2197) Page 2 



INSTRUCTIONS FOR IN VITRO DIAGNOSTIC QUESTIONNAIRE 

1. Answer each question by checking yes or no in the middle column and follow the 
instructions in the column on the right. The preparer should refer to Title 21 Part 
860 of the Code of Federal Regulations for classification/reclassification definitions 
and procedures. 

2. The In Vitro Diagnostic Product Questionnaire is designed to aid in the determination 
of the proper class only for In Vitro Diagnostic devices. 

3. A medical device should be placed in the lowest class which will provide adequate 
controls to reasonably assure the safety and effectiveness of the device. 

4. Question 1 pertains to the degree of risk of the device and can be answered 
broadly. 

5. Questions 4b & 5 are not applicable unless a regulatory standard, subject to section 
514 of the Food, Drug, and Cosmetic Act, as amended, 1976, has been designated 
as a "special control." 

6. Question 6 is applicable only to devices recommended for class Ill. 

7. Question 7a refers to restrictions such as prescription use or similar limitations as 
to the use of the device. 

8. Use this completed questionnaire to prepare the Supplemental Data Sheet. Send both 
forms to the address indicated in question 8. 

FORM FDA 3428 (2197) 
Page 3 


