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(ii) Contraindications: Pregnancy, 
history of uterine perforation, or a re-
cent cesarean section, and 

(3) The sampling component is cov-
ered within vagina. 

[45 FR 12684–12720, Feb. 26, 1980, as amended 
at 52 FR 17741, May 11, 1987; 65 FR 17146, Mar. 
31, 2000] 

§ 884.1100 Endometrial brush. 
(a) Identification. An endometrial 

brush is a device designed to remove 
samples of the endometrium (the 
mucosal lining of the uterus) by brush-
ing its surface. This device is used to 
study endometrial cytology (cells). 

(b) Classification. Class II. The special 
controls for this device are: 

(1) FDA’s: 
(i) ‘‘Use of International Standard 

ISO 10993 ‘Biological Evaluation of 
Medical Devices—Part I: Evaluation 
and Testing,’ ’’ and 

(ii) ‘‘510(k) Sterility Review Guidance 
of 2/12/90 (K90–1),’’ 

(2) Labeling: 
(i) Indication: Only to evaluate the 

endometrium, and 
(ii) Contraindications: Pregnancy, 

history of uterine perforation, or a re-
cent cesarean section, and 

(3) Design and testing: 
(i) The sampling component is cov-

ered within the vagina, and 
(ii) For adherence of the bristles and 

brush head. 

[45 FR 12684–12720, Feb. 26, 1980, as amended 
at 52 FR 17741, May 11, 1987; 65 FR 17146, Mar. 
31, 2000] 

§ 884.1175 Endometrial suction curette 
and accessories. 

(a) Identification. An endometrial suc-
tion curette is a device used to remove 
material from the uterus and from the 
mucosal lining of the uterus by scrap-
ing and vacuum suction. This device is 
used to obtain tissue for biopsy or for 
menstrual extraction. This generic 
type of device may include catheters, 
syringes, and tissue filters or traps. 

(b) Classification. Class II (perform-
ance standards). 

§ 884.1185 Endometrial washer. 
(a) Identification. An endometrial 

washer is a device used to remove ma-
terials from the endometrium (the 
mucosal lining of the uterus) by wash-

ing with water or saline solution and 
then aspirating with negative pressure. 
This device is used to study 
endometrial cytology (cells). 

(b) Classification. Class II. The special 
controls for this device are: 

(1) FDA’s: 
(i) ‘‘Use of International Organiza-

tion for Standardization’s ISO 10993 
‘Biological Evaluation of Medical De-
vices—Part I: Evaluation and Test-
ing,’ ’’ and 

(ii) ‘‘510(k) Sterility Review Guidance 
of 2/12/90 (K90–1),’’ 

(2) Labeling: 
(i) Indication: Only to evaluate the 

endometrium, 
(ii) Contraindications: Pregnancy, 

history of uterine perforation, or a re-
cent cesarean section, and 

(iii) Warning: Do not attach to a wall 
or any external suction, and 

(3) Design and Testing: 
(i) The sampling component is cov-

ered within the vagina, and 
(ii) Intrauterine pressure should not 

exceed 50 millimeters of mercury. 

[45 FR 12684–12720, Feb. 26, 1980, as amended 
at 52 FR 17741, May 11, 1987; 65 FR 17146, Mar. 
31, 2000] 

§ 884.1300 Uterotubal carbon dioxide 
insufflator and accessories. 

(a) Identification. A uterotubal carbon 
dioxide insufflator and accessories is a 
device used to test the patency (lack of 
obstruction) of the fallopian tubes by 
pressurizing the uterus and fallopian 
tubes and filling them with carbon di-
oxide gas. 

(b) Classification. Class II (perform-
ance standards). 

§ 884.1425 Perineometer. 

(a) Identification. A perineometer is a 
device consisting of a fluid-filled sack 
for intravaginal use that is attached to 
an external manometer. The devices 
measure the strength of the perineal 
muscles by offering resistence to a pa-
tient’s voluntary contractions of these 
muscles and is used to diagnose and to 
correct, through exercise, uninary in-
continence or sexual dysfunction. 

(b) Classification. Class II (perform-
ance standards). 

VerDate Aug<31>2005 09:33 May 12, 2008 Jkt 214072 PO 00000 Frm 00459 Fmt 8010 Sfmt 8010 Y:\SGML\214072.XXX 214072dw
as

hi
ng

to
n3

 o
n 

P
R

O
D

P
C

61
 w

ith
 C

F
R


