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Current 
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MCJ INC. IL/USA 1064491 2010 

PUPILLOMETER, AC-POWERED - EyeCheck • Manufacturer 
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Establishment:  
MCJ INC.  
6019 Fincham Drive  
Rockford,  IL  61109  
Registration Number: 1064491  
Status: Active  
Date Of Registration Status: 2010  
 
Owner/Operator:  
MCJ Inc.  
6019 Fincham Drive  
 
Rockford,  IL  61108  
Owner/Operator Number: 10027407  
 
Official Correspondent:  
John P Dal Santo  
6019 Fincham Drive  
 
Rockford,  IL  61108  
Phone: 815-9660196  
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Proprietary Name: EyeCheck

Classification Name: PUPILLOMETER, AC-
POWERED

Product Code: HLG
Device Class: 1
Regulation Number: 886.1700
Medical Specialty: Ophthalmic
Registered Establishment Name: MCJ INC. 
Registered Establishment 
Number: 1064491 

Owner/Operator: MCJ Inc.
Owner/Operator Number: 10027407 
Establishment Operations: Manufacturer 
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Device Pupillometer, Ac-Powered
Regulation Description Pupillometer.
Regulation Medical Specialty Ophthalmic
Review Panel Ophthalmic 
Product Code HLG
Submission Type 510(K) Exempt 
Regulation Number 886.1700 
Device Class 1 
GMP Exempt? No 
    Note: FDA has exempted almost all class I devices (with the 
exception of reserved devices) from the premarket notification 
requirement, including those devices that were exempted by final 
regulation published in the Federal Registers of December 7, 1994, 
and January 16, 1996. it is important to confirm the exempt status 
and any limitations that apply with 21 CFR Parts 862-892. Limitations 
of device exemptions are covered under 21 CFR XXX.9, where XXX 
refers to Parts 862-892.
if a manufacturer's device falls into a generic category of exempted 
class I devices as defined in 21 CFR Parts 862-892, a premarket 
notification application and fda clearance is not required before 
marketing the device in the u.s. however, these manufacturers are 
required to register their establishment. please see the registration 
and listing website for additional information. 
Third Party Review Not Third Party Eligible
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[Code of Federal Regulations]
[Title 21, Volume 8]
[Revised as of April 1, 2009]
[CITE: 21CFR886.1700]

 

 
 
 

TITLE 21--FOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION 
DEPARTMENT OF HEALTH AND HUMAN SERVICES

SUBCHAPTER H--MEDICAL DEVICES

PART 886 -- OPHTHALMIC DEVICES 

Subpart B--Diagnostic Devices 

Sec. 886.1700 Pupillometer. 

(a)Identification. A pupillometer is an AC-powered or manual 
device intended to measure by reflected light the width or 
diameter of the pupil of the eye.

(b)Classification. Class I (general controls). The AC-powered 
device and the manual device are exempt from the premarket 
notification procedures in subpart E of part 807 of this 
chapter, subject to the limitations in 886.9. The manual 
device is also exempt from the current good manufacturing 
practice requirements of the quality system regulation in 
part 820 of this chapter, with the exception of 820.180, with 
respect to general requirements concerning records, and 
820.198, with respect to complaint files.

[55 FR 48442, Nov. 20, 1990, as amended at 59 FR 63013, Dec. 
7, 1994; 66 FR 38812, July 25, 2001] 
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  January 2010 

MCJ, Inc.                                   Voice: 815.966.0196 
                                                                              Fax: 815.966.0187           
6019 Fincham Drive  
Rockford, IL 61108                                          
Voice: 815.966.0196 Fax: 815.966.0187            
Website: www.Eyecheck.com

                     

 
 
 
 
 
 
 

http://www.mcjeyecheck.com/



