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0.0 GUIDANCE DOCUMENT USED FOR THIS 510(K) APPLICATION 

Guidance Document for the Preparation of Premarket Notification 
[510(k)] Applications for Heating and Cooling Devices 
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 updated in the next revision to include the standard elements of GGP's. 

July 26, 1995 
(reformatted 12/18/97) 

This guidance document may contain references to addresses and telephone numbers that are now 
obsolete. The following contact information is to be used instead: 

 While this guidance document represents a final document, comments and suggestions may be submitted 
at any time for Agency consideration to the Restorative Devices Branch, 9200 Corporate Blvd., HFZ-410, 
Rockville, MD 20850. 

 For questions regarding the use or interpretation of this guidance, contact the Restorative Devices Branch 
at 301-594-1296. 

 To contact the Division of Small Manufacturers Assistance (DSMA), call 800-638-2041 or 301-443-6597; fax 
301-443-8818; email dsmo@cdrh.fda.gov; or write to DSMA (HFZ-200), Food and Drug Administration, 1350 
Piccard Drive, Rockville, Maryland 20850-4307. FACTS-ON-DEMAND (800-899-0381 or 301-827-0111) and 
the World Wide Web (CDRH home page: http://www.fda.gov/cdrh/index.html) also provide easy access to 
the latest information and operating policies and procedures. 

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration 
Center for Devices and Radiological Health 
Rockville, MD 20850 

 

PREFACE 
The purpose of this document is to provide guidance to the sponsors of premarket notifications [510(k)'s] for 
restorative devices. This document is intended to assist the sponsors in organizing and providing the essential 
information that should be submitted to the Food and Drug Administration (FDA) for review. 

This guidance is based on the Restorative Devices Branch's (REDB's) identification of specific criteria necessary to 
conduct an adequate evaluation of a 510(k) for the purpose of determining substantial equivalence for physical 
medicine/restorative devices. The objective of this document is to delineate to the device manufacturer important 
administrative, descriptive, and scientific information that should be included in a 510(k) for a restorative device. 
Individual 510(k) submissions may require additional information pertinent to each specific device. The suggestions 
and recommendations included in the guidance reflect the minimal requirements that would allow an evaluation of the 
device as determined by REDB. While the use of this document in the preparation of a 510(k) premarket notification 
will not ensure FDA clearance of a device, following the guidance will ensure that sufficient basic information is 
available to initiate a substantive review. 

Note that the guidance document is a living document. It will be periodically revised as scientific knowledge and 
regulations change. 

INTRODUCTION 
Any 510(k) notification submitted under premarket notification procedures described in 21 Code of Federal 
Regulations (CFR) Part 807, Subpart E, for FDA's determination that a new device is substantially equivalent to a 
predicate (existing) device in 21 CFR 890.5950 (Powered Heating Unit), 21 CFR 890.5740 (Powered Heating Pad), 
21 CFR 890.5500 (Infrared Lamp), 21 CFR 890.5720 (Water Circulating Hot or Cold Pack), or Class I by 21 CFR 
890.5710 (Chemical Hot/Cold Pack) should follow the format below and must contain all specified information that is 
pertinent to the device. 
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ADMINISTRATIVE INFORMATION 
1. Provide the name and address of the manufacturer and sponsor of the 510(k) submission. 
2. Provide the FDA registration number (if available) of the manufacturer of the new device. 
3. Identify the official contact person for all correspondence. 

DEVICE IDENTIFICATION 
1. As stated in 21 CFR 807.90(d), a 510(k) shall be submitted separately for each product the manufacturer intends to 

market. Therefore, a submission can describe no more than one new device. 

A submission can describe more than one component of, or attachment to, a single device. The submission must 
compare each such component or attachment with that of a predicate device, or must state that the predicate device 
lacks such a component or attachment. 

2. The following information must be provided: 

a. The proprietary name of the new device; 
b. The generic name of the device; 
c. The classification of the predicate device e.g., Class II. Refer to 21 CFR and section 513 of the Food, Drug, and 

Cosmetic Act; 
d. The proposed regulatory class for the new device, e.g., Class II. (21 CFR 862-892 contains the regulatory 

classifications for medical devices); and 
e. The panel code(s) for the device. [If the product is not classified under the physical medicine devices panel, identify 

the panel under which it is classified and provide the panel identification code (e.g., 89 is the code for the physical 
medicine devices panel)]. 

3. Specify whether this device: 

a. Has been previously submitted to the FDA for identical or different indications; 
b. Is currently being reviewed for different indications by the same or different branch within ODE; or 
c. Has been previously cleared by the FDA for different indications. 

 

 

DEVICE DESCRIPTIVE INFORMATION 

Intended Use 

Identify the specific intended use(s), including the specific therapeutic indications, for the subject device and the 
predicate device.  

The new device must have the same intended medical uses as those specified for the predicate device, to the extent 
that the changes do not alter the therapeutic or diagnostic effect and do not affect the safety and effectiveness.  

These intended uses must be consistent with the descriptions of intended medical uses contained within the CFR 
section that is applicable to the device and must identify the specific medical conditions for which the device is 
indicated.  

If the indication differs, you must provide a justification as to how the change(s) do not affect safety and effectiveness. 
If special labeling claims are sought, information must be provided to support these claims. 

It is not necessary to notify FDA of an intent to market a device if it will not be labeled or promoted for medical uses. 
However, FDA will regulate the equipment and may require premarket notification if any promotional material appears 
which makes medical claims after marketing begins. 

 

Device Description 
1. Provide a written description of the device, including all device components, instruments, and any new features of the 

device. 
2. Identify all sizes, configurations, and functions of each device component. 
3. Describe how the device works and interconnects with other components. 
4. Engineering drawings and/or photographs and complete written descriptions of the new and predicate devices. The 

document must contain illustrations of all internal and external features of both devices. Engineering drawings must 
provide the lengths, widths, and heights of the devices and their major component parts. 

5. Provide the temperature range of the device. 
6. Provide the temperature range at the skin surface where device is applied. 
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Materials 

Identify the specific materials for each component, any additional processing that may affect the material properties, 
and the voluntary standards with which the device materials will conform. In the case of powered heating pads, the 
material of the heating pad cover must be specified. Similarly, the chemicals and activator(s) used in hot/cold packs 
must be described. 

 

 

Labeling 
1. Provide draft or sample package labeling, package inserts, including complete operator's instructions for the new 

device. 
2. Include copies of promotional materials for the new and predicate devices. 

3. The following warning statement must be included in the labeling for all devices: 

"WARNING: Use carefully. May cause serious burns. Do not use over sensitive skin areas or in the presence of poor 
circulation. The unattended use of ....... by children or incapacitated persons may be dangerous." 

Additional Information 
1. The distance of the device from the area of application must be provided for infrared lamps. 
2. The leakage current must be specified for powered heating pads, infrared lamps, and water circulating hot/cold 

packs. 
3. The flow rate, pressure, and the liquid to be used must be specified for water circulating hot/cold packs. 

SUBSTANTIAL EQUIVALENCE INFORMATION 
1. The legally marketed predicate device with which the subject device is to be compared for the determination of 

substantial equivalence must be identified.  

2. Evidence must be provided that the device was placed into interstate commerce for other than research uses or as 
part of a plant-to-plant transfer and was actually labeled and promoted for the intended use to which the submitter of 
the premarket notification is claiming substantial equivalence. This may be accomplished by providing copies of the 
firm's advertisements, catalog pages, or other promotional material dated prior to May 28, 1976 and shipping 
documents such as invoices, bills of lading, receipts showing the interstate transit of the device (for other information 
which can be used to prove Pre-Amendment status contact DSMA). 

Alternatively, the 510(k) number(s) of the predicate device(s) may be identified.  

The 510(k) number may be obtained from the Electronic Docket (ED), an automated retrieval system of the Division 
of Small Manufacturers Assistance (DSMA), which provides medical device regulations, FDA talk papers and press 
releases, device evaluation guidance, and the listing of all approved 510(k)s sorted by applicant name.  

This 510(k) information is located under the Product Clearance Main Menu Item # 12. Dial (301) 594-4802 or (800) 
252-1366. For more guidance on how to assess this information, contact DSMA. Call toll free (800) 638-2041, (301) 
443-6597, or fax (301) 443-8818.  

3. The submission should include a description of all significant similarities and differences between the new and 
predicate device.  

4. To facilitate the review, the submission should contain a table which compares the 
1.  intended medical uses and  
2. the physical characteristics and  
3. functions of the two devices. 

510(K) SUMMARY OR STATEMENT 
1. Provide a 510(k) summary of safety and effectiveness information in the premarket notification submission upon 

which an equivalence determination could be based, written in accordance with the content and format requirements 
that are specified in 21 CFR 807.92 or 

2. Provide a 510(k) statement that safety and effectiveness information will be made available to interested persons 
upon request. This statement must follow the format and contain the wording as specified in 21 CFR 807.93. 

TRUTHFUL AND ACCURATE STATEMENT 
Provide a statement that all data and information submitted in the premarket notification are truthful and accurate and 
that no material fact has been omitted, as required by 21 CFR 807.87(j). 
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1.0 ADMINISTRATIVE INFORMATION 

 

Applicant, Sponsor: Digital Heat Corporation 

Address: 5626 S. Captain Kidd Ct., Unit B 

Tempe, AZ 85283 

FDA Registration Number:  

Contact Person: John Devine (CEO) 

Telephone Number: (512) 560-7184 

 

  

Records processed under FOIA Request # 2015-6448; Released by CDRH on 12-07-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



         DIGITAL HEAT 

 

7 of 30 

 

2.0 DEVICE IDENTIFICATION  

 

The proprietary name of the new device: Heated Eye Pad 

The generic name of the device: Powered Heating Pad 

Classification of the predicate device: Title 21 C.F.R.  § 890.5740 Powered heating pad 

Regulatory Class II (special controls) Exempt 

subject to § 890.9 

The proposed regulatory class for the new 

device: 

Title 21 C.F.R.  § 890.5740 Powered heating pad 

Regulatory Class II (special controls) Exempt 

subject to § 890.9 

Panel Code: Physical Medicine Devices panel 89 

Has been previously submitted to the 

FDA for identical or different indications? 

No Prior Submission 

Is currently being reviewed for different 

indications by the same or different 

branch within ODE? 

No 

Has been previously cleared by the FDA 

for different indications? 

No 

 

  

Records processed under FOIA Request # 2015-6448; Released by CDRH on 12-07-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



         DIGITAL HEAT 

 

8 of 30 

 

3.0 DEVICE DESCRIPTIVE INFORMATION 

3.1 Intended Used:   

The proposed device use is for treatment where the current medical community recommends the 

application of a warm compress to the eyelids.  Such applications would include Meibomian 

Gland Dysfunction (MGD), dry eye, Blepharitis, Stye, or Chalazia. 

 

The Digital Heat (Heated Eye Pad) makes contact with the exterior eyelid tissue.  Users typically 

apply the device 5-10 minutes, twice per day.  This device is targeted for over the counter 

distribution.  Patients’ use of the proposed device can be at home, on travel, or at the office. 

 

The meibomian glands supply lipids or oily substances that help to prevent or minimize tear 

evaporation.  There are 50 on the upper eyelid, 25 on the lower eyelid (Figure 1).  The medical 

community recognizes meibomian gland dysfunction as presenting several problems to the 

eyelid: 

 Dry eye:  Either poor quality or poor quantity of lipid secretion from the meibomian glands. 

 Chalazion (meibomian gland lipogranuloma):  Is a cyst in the eye lid caused by inflammation 

of a blocked meibomian gland. 

 Blepharitis:  Chronic inflammation of eye lid 

 Sty(e): Infection of glands caused by bacteria; Caused by blocking of an oil gland 

 

For all four stages of Meibomian gland dysfunction, the medical community recommends a 

warm compress for treatment, whereby heating the lipid will decrease the meibomian gland 

viscosity, liquefy any clog in the oil gland, and increase the flow of lipids to the eye.  (Mori, 

2003, Foulks, 2012).   

 

Figure 1:  Meibomian Gland  

                (A) External Eyelid   (B) Internal Eyelid Structure 

 

 

In terms of thermal therapy for the treatment, the medical community would like an elevated 

temperature, but not such that it will inflame or burn the skin. The skin starts to feel pain at 44 

centigrade and 1st degree burns occur at 48 centigrade (NIST, 2013). 

 

The proposed new device provides  

 

(b)(4) 
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1. Heat only where needed 

2. A more precise temperature 

3. Constant temperature over time.   

 

Several prior predicate devices as noted in Table-1 provide the basis for comparison to the 

proposed device. 

 Theratherm Electric Heating Pad 

 EyeFeelTM Ophthalmic Warmer 

 ThermalOn Ophthalmic Warmer 

The proposed device will not alter the therapeutic effect as applicable to the predicate devices.  

In addition to improved thermal performance, the proposed device provides additional safety not 

currently embodied in the prior predicate devices (details provided in device description).   

 

Table-1 Proposed and Predicate Device Summary 

Device 

Proposed 

Device 

(Ophthalmic 

Warmer) 

Theratherm 

(Electric 

Heating Pad) 

EyeFeelTM 

(Ophthalmic 

Warmer) 

ThermalOn 

(Ophthalmic 

Warmer) 

510(k):  New K770686 
K021843, 

K082087 
Not Applicable 

Title 21 CFR §890.5740 §890.5740 §890.5710 §890.5730 

Classification:

  

Class II  

(Special 

Controls) 

Exempt 

Class II  

(Special 

Controls) 

Exempt 

Class I Class I 

Generic Name: 
Powered 

Heating Pad 

Powered 

Heating Pad 

Chemical Hot 

Pack 
Moist Heat Pack 
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3.2 Device Description: 

3.2.1 Written Description 

 

The proposed new device provides heating of the eyelid with three factors of improved heat 

treatment as compared to predicates; 1) heat only where needed, 2) a more precise temperature, 

and 3) constant temperature over time.   

 

3.2.2 Sizes, Configurations, and functions of each device component 

The design of the heater is a one size fits all.  There is only 1 configuration. 

A complete list (Table 2) of components, their functions, and sizes are as follows:  

 

 

 

 

 

(b)(4) 
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3.2.4 Drawings and Photographs 

Photographs and complete written descriptions of the new and predicate devices are presented 

below.  In addition, Figures 3-6 are drawings and overall dimensions of the proposed product 

and predicate devices.   

 

3.2.4.1 Digital Heat Proposed Device: Figure 2 

 

Figure 3:  Digital Heat Eye Pad (Product Packaging and User Wear)  

(A) Heating Element                                                                          (B) User Configuration 

   

 

 (C) Digital Heat Elastic Band                                   (D) Box/Labeling 

  

 

3.2.4.2 Theratherm: Figure-3 

This device consists of an inner sealed liner with a powered heater along with a thermal couple 

and control electronics for the user (Figure 4A).  The packaging for the device (Figure 4B) 

(b)(4) 

(b)(4) Schematic Drawings
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shows the user application which is normally for large area usage on the human body.  The user 

positions the product (Figure 4C) on facial features for heat treatment of eyes.  This predicate is a 

large area application of a heated surface as noted in dimensions of Figure 4A, 4B, and 4C. 

 

Figure 4:  Theratherm Powered Heating Pad (Product Packaging and User Wear) 

 (A)  Heated Pad                                    (B) Box/Labeling            (C) User Configuration 

               
(Reference:www.dme-direct.com/theratherm-moist-heatting-pack) 

D = 15mm // W = 370mm // L = 700mm 

 

3.2.4.3 Kao (Chemically Activated Heated Eye Pad): Figure 5 

The Kao product (Figure 5) is an embodiment (Chemical Heat Generation Eye Pad) to the 

“EyeFeel” predicate device (K021843, K082087) of like function.  The EyeFeel is not currently 

on the open market for representative packaging and labeling.  The Kao device uses a chemically 

activated air reaction to produce heat.   

The Kao eye pad (Figure 5A) consists of two eye pads with interior sealed chemical packets that 

are activated by air when the seal pouch is opened.  Labeling and packaging is noted in Figure 

5B) and written in Japanese.  Translation of the labeling includes opening of the package and 

positioning the product on the eyes.  Dimensions of this product are provided in Figure 5A. 

 

Figure 5:  Kao Heat Eye Pad (Product Packaging and User Wear) 

 (A) Chemical Eye Pad                     (B) Box/Labeling      (C) User Configuration

        
(Reference:.www.amazon.com/Kao-Megurhythm-Steam-Mask-Sheets/product-reviews/B0012R23UK) 

D =  3 mm // W = 80 mm // L = 180 mm (Non Activated Condition) 

3.2.4.4 Thermalon (Microwave Heated Eye Pad): Figure-6 

The Theramalon product is a facemask (Figure 6A) with inner materials (silicone gel beads) for 

heat activation in a microwave.  The user places the mask on the face for thermal heat transfer 
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treatment.  Packaging (Figure 6B) is a plastic sealed container along with instructions and safety 

documentation.  The user control of the temperature is dependent on time placed in the 

microwave along with power of the appliance.  The outer structure of the facemask is cloth along 

with a band of material used to secure the facemask to the users’ face (Figure 6C).  Dimensions 

of the Thermalon product is noted in Figure 6A.  

Figure 6:  Thermalon Heat Eye Pad (Product Packaging and User Wear) 

 (A) Microwave Eye Pad                         (B) Box/Labeling              (C) User Configuration 

        
(Reference: www.walmart.com/ip/Thermalon-Dry-Eye-Compress-1ct/16608834) 

D = 15mm // W = 80 mm // L = 210 mm 

 

3.2.5 Temperature Range of the Device 

Digital Heat claims the proposed new device provides heating of the eyelid with three factors of 

improved heat treatment as compared to predicates: 

1. Heat only where needed 

2. A more precise temperature 

3. Constant temperature over time.   

The data in this section supports claim number 2) A more precise temperature, and 3) Constant 

temperature over time.  Data to support claim 1) Heat only where needed is provided in Section 

3.2.6 Temperature Range at the skin surface where applied. 

 Theratherm:  A powered heating pad, but it uses feedback control to adjust the voltage sent to 

the heater based on a thermocouple measurement, the heating element is widely dispersed 

and unfocused within the heater.  In addition, the heater contains a cloth cover, creating an 

unpredictable thermal profile based on ambient humidity, and compression on the heater. 

 Kao:  Uses chemical activation to heats up, peaks, and begins too cool 

 Thermalon:  Uses a microwave to heat up, it starts off hot and cools over time.  Actual 

starting temperature will vary based on the power of the microwave and the duration of time 

in the microwave. 

(b)(4) 
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3.2.6 Temperature Range at the skin surface where applied: 

The proposed new device provides heating of the eyelid with three factors of improved heat 

treatment as compared to predicates: 

1. Heat only where needed 

2. A more precise temperature 

3. Constant temperature over time.   

Data in this section supports the assertion that Digital Heat provides improved heat treatment as 

compared to predicates by providing heat only where needed. 

  

(b)(4) Drawing

(b)(4) 
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Figure 8:  Meibomian Gland and Localized Heat 

                             (A) Eye Lid Meibomian Gland            (B) Proposed Product 

 
 

Table 3:  Heated Products versus Eyelid Coverage 

Digital Heat Theratherm Kao Thermalon 

    

                           

 

In summary, the proposed new device provides heating of the eyelid with three factors of 

improved heat treatment as compared to predicates: 

1. Heat only where needed 

2. A more precise temperature 

3. Constant temperature over time.   

 

  

(b)(4) 

(b)(4) 
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3.3 Materials 
(b)(4) 
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3.4 Labeling: 

3.4.1 Digital Heat Labeling  

Digital Heat makes no medical claims, and refers users to third party medical research for the 

efficacy of heating the Meibomian gland fluid.  For all four stages of Meibomian gland 

dysfunction, the medical community recommends a warm compress for treatment (Foulks 2012). 

The next several pages include photographs of Digital Heat labels and predicate device labels.   

The Digital Heat device box will include labeling as seen in Figure 10:  Heated Eye Pad, Box 

Labeling (not to scale). 

Figure 10: Heated Eye Pad, Box Labeling (not to scale) 
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The Digital Heat, Heated Eye Pad package inserts will include user instructions font size 11, 

Calibri, and safety instructions at font size 12, Calibri (Figures 11, 12).   

Figure 11: Package Insert User Instructions (not to scale) 
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Figure 12: Heated Eye Pad User Safety Instructions (not to scale) 
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3.4.2 Theratherm Labeling 

Figure 13 Theratherm User Instructions and Safety Labeling 
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3.4.3 Kao Labeling 

 

Figure 14 Kao Box, User Instructions and Safety Labeling 
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3.4.4 ThermalOn Labeling 

 

Figure 15 ThermalOn User Instructions and Safety Labeling 
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3.5 Additional Information: 

 

.  The device has two power states, plugged in 

and “ON,” or unplugged and “OFF.” 

 

 

  

(b)(4) 
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4.0 SUBSTANTIAL EQUIVALENCE INFORMATION: 

 

The Digital Heat’s “Heated Eye Pad” is designed for us on the outer eyelids.  The user does not 

apply heat to undesired sections of the human body or facial area. 

Table 4 a brief summary of the Digital Heat proposed device substantial equivalency to Sec. 

890.5710 Hot or cold disposable pack and sec. 890.5740 Powered Heating Pad.  

(b)(4) 
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Table 5:  Substantial Equivalency Summary 

 

Category Of 

Equivalence 

Powered 

Heating Pad 

Powered 

Heating Pad 

Chemical Hot 

Disposable 

Pack 

Microwave 

Heated Beads 

FDA CFT Title 21 

Section 
(890.5740) (890.5740) (890.5710) (890.5730) 

Warm Compress 

Digital Heat’s 

“Heated Eye 

Pad” 

Theratherm 
Bio-Lipid, 

EyeFeel 
Thermalon  

510(k) Submission K770686 
K021843, 

K082087 
Not Applicable 

Mechanism for Heat 

Generation 
Electricity Electricity 

Chemical 

reaction 

Microwave 

Energy 

Maximum Unit 

Surface 

Temperature  

(Thermal Couple) 

Power Usage 

Mechanism for Heat

Control 

Software 

Control Mechanism 

for Safety 

Specific Therapeutic 

Indications 

Ophthalmic 

Warmer 

Electric Heating 

Pad 

Ophthalmic 

Warmer 

Ophthalmic 

Warmer 

(b)(4) 
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5.0 510(K) SUMMARY OR STATEMENT:   

 

The proposed device use is for treatment where the current medical community recommends the 

application of a warm compress to the eyelids.  Such applications would include Meibomian 

Gland Dysfunction (MGD), dry eye, Blepharitis, Stye, or Chalazia. 

 

The Digital Heat (Heated Eye Pad) makes contact with the exterior eyelid tissue.  Users typically 

apply the device 5-10 minutes, twice per day.  This device is targeted for over the counter 

distribution.  Patients’ use of the proposed device can be at home, on travel, or at the office.  
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6.0 TRUTHFUL AND ACCURATE STATEMENT:   

All data and information submitted in the premarket notification are truthful and accurate and no 

material fact has been omitted, as required by 21 CFR 807.87(j). 
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0.0 GUIDANCE DOCUMENT USED FOR THIS 510(K) APPLICATION 

Guidance Document for the Preparation of Premarket Notification 
[510(k)] Applications for Heating and Cooling Devices 
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 updated in the next revision to include the standard elements of GGP's. 

July 26, 1995 

(reformatted 12/18/97) 

This guidance document may contain references to addresses and telephone numbers that are now 
obsolete. The following contact information is to be used instead: 

 While this guidance document represents a final document, comments and suggestions may be submitted 
at any time for Agency consideration to the Restorative Devices Branch, 9200 Corporate Blvd., HFZ-410, 
Rockville, MD 20850. 

 For questions regarding the use or interpretation of this guidance, contact the Restorative Devices Branch 
at 301-594-1296. 

 To contact the Division of Small Manufacturers Assistance (DSMA), call 800-638-2041 or 301-443-6597; fax 
301-443-8818; email dsmo@cdrh.fda.gov; or write to DSMA (HFZ-200), Food and Drug Administration, 1350 
Piccard Drive, Rockville, Maryland 20850-4307. FACTS-ON-DEMAND (800-899-0381 or 301-827-0111) and 
the World Wide Web (CDRH home page: http://www.fda.gov/cdrh/index.html) also provide easy access to 
the latest information and operating policies and procedures. 

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration 
Center for Devices and Radiological Health 
Rockville, MD 20850 

 

PREFACE 
The purpose of this document is to provide guidance to the sponsors of premarket notifications [510(k)'s] for 
restorative devices. This document is intended to assist the sponsors in organizing and providing the essential 
information that should be submitted to the Food and Drug Administration (FDA) for review. 

This guidance is based on the Restorative Devices Branch's (REDB's) identification of specific criteria necessary to 
conduct an adequate evaluation of a 510(k) for the purpose of determining substantial equivalence for physical 
medicine/restorative devices. The objective of this document is to delineate to the device manufacturer important 
administrative, descriptive, and scientific information that should be included in a 510(k) for a restorative device. 
Individual 510(k) submissions may require additional information pertinent to each specific device. The suggestions 
and recommendations included in the guidance reflect the minimal requirements that would allow an evaluation of the 
device as determined by REDB. While the use of this document in the preparation of a 510(k) premarket notification 
will not ensure FDA clearance of a device, following the guidance will ensure that sufficient basic information is 
available to initiate a substantive review. 

Note that the guidance document is a living document. It will be periodically revised as scientific knowledge and 
regulations change. 

INTRODUCTION 
Any 510(k) notification submitted under premarket notification procedures described in 21 Code of Federal 
Regulations (CFR) Part 807, Subpart E, for FDA's determination that a new device is substantially equivalent to a 
predicate (existing) device in 21 CFR 890.5950 (Powered Heating Unit), 21 CFR 890.5740 (Powered Heating Pad), 
21 CFR 890.5500 (Infrared Lamp), 21 CFR 890.5720 (Water Circulating Hot or Cold Pack), or Class I by 21 CFR 
890.5710 (Chemical Hot/Cold Pack) should follow the format below and must contain all specified information that is 
pertinent to the device. 
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ADMINISTRATIVE INFORMATION 
1. Provide the name and address of the manufacturer and sponsor of the 510(k) submission. 
2. Provide the FDA registration number (if available) of the manufacturer of the new device. 
3. Identify the official contact person for all correspondence. 

DEVICE IDENTIFICATION 
1. As stated in 21 CFR 807.90(d), a 510(k) shall be submitted separately for each product the manufacturer intends to 

market. Therefore, a submission can describe no more than one new device. 

A submission can describe more than one component of, or attachment to, a single device. The submission must 
compare each such component or attachment with that of a predicate device, or must state that the predicate device 
lacks such a component or attachment. 

2. The following information must be provided: 

a. The proprietary name of the new device; 
b. The generic name of the device; 
c. The classification of the predicate device e.g., Class II. Refer to 21 CFR and section 513 of the Food, Drug, and 

Cosmetic Act; 
d. The proposed regulatory class for the new device, e.g., Class II. (21 CFR 862-892 contains the regulatory 

classifications for medical devices); and 
e. The panel code(s) for the device. [If the product is not classified under the physical medicine devices panel, identify 

the panel under which it is classified and provide the panel identification code (e.g., 89 is the code for the physical 
medicine devices panel)]. 

3. Specify whether this device: 

a. Has been previously submitted to the FDA for identical or different indications; 
b. Is currently being reviewed for different indications by the same or different branch within ODE; or 
c. Has been previously cleared by the FDA for different indications. 

 

 

DEVICE DESCRIPTIVE INFORMATION 

Intended Use 

Identify the specific intended use(s), including the specific therapeutic indications, for the subject device and the 
predicate device.  

The new device must have the same intended medical uses as those specified for the predicate device, to the extent 
that the changes do not alter the therapeutic or diagnostic effect and do not affect the safety and effectiveness.  

These intended uses must be consistent with the descriptions of intended medical uses contained within the CFR 
section that is applicable to the device and must identify the specific medical conditions for which the device is 
indicated.  

If the indication differs, you must provide a justification as to how the change(s) do not affect safety and effectiveness. 
If special labeling claims are sought, information must be provided to support these claims. 

It is not necessary to notify FDA of an intent to market a device if it will not be labeled or promoted for medical uses. 
However, FDA will regulate the equipment and may require premarket notification if any promotional material appears 
which makes medical claims after marketing begins. 

 

Device Description 
1. Provide a written description of the device, including all device components, instruments, and any new features of the 

device. 
2. Identify all sizes, configurations, and functions of each device component. 
3. Describe how the device works and interconnects with other components. 
4. Engineering drawings and/or photographs and complete written descriptions of the new and predicate devices. The 

document must contain illustrations of all internal and external features of both devices. Engineering drawings must 
provide the lengths, widths, and heights of the devices and their major component parts. 

5. Provide the temperature range of the device. 
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6. Provide the temperature range at the skin surface where device is applied. 

Materials 

Identify the specific materials for each component, any additional processing that may affect the material properties, 
and the voluntary standards with which the device materials will conform. In the case of powered heating pads, the 
material of the heating pad cover must be specified. Similarly, the chemicals and activator(s) used in hot/cold packs 
must be described. 

 

 

Labeling 
1. Provide draft or sample package labeling, package inserts, including complete operator's instructions for the new 

device. 
2. Include copies of promotional materials for the new and predicate devices. 

3. The following warning statement must be included in the labeling for all devices: 

"WARNING: Use carefully. May cause serious burns. Do not use over sensitive skin areas or in the presence of poor 
circulation. The unattended use of ....... by children or incapacitated persons may be dangerous." 

Additional Information 
1. The distance of the device from the area of application must be provided for infrared lamps. 
2. The leakage current must be specified for powered heating pads, infrared lamps, and water circulating hot/cold 

packs. 
3. The flow rate, pressure, and the liquid to be used must be specified for water circulating hot/cold packs. 

SUBSTANTIAL EQUIVALENCE INFORMATION 
1. The legally marketed predicate device with which the subject device is to be compared for the determination of 

substantial equivalence must be identified.  

2. Evidence must be provided that the device was placed into interstate commerce for other than research uses or as 
part of a plant-to-plant transfer and was actually labeled and promoted for the intended use to which the submitter of 
the premarket notification is claiming substantial equivalence. This may be accomplished by providing copies of the 
firm's advertisements, catalog pages, or other promotional material dated prior to May 28, 1976 and shipping 
documents such as invoices, bills of lading, receipts showing the interstate transit of the device (for other information 
which can be used to prove Pre-Amendment status contact DSMA). 

Alternatively, the 510(k) number(s) of the predicate device(s) may be identified.  

The 510(k) number may be obtained from the Electronic Docket (ED), an automated retrieval system of the Division 
of Small Manufacturers Assistance (DSMA), which provides medical device regulations, FDA talk papers and press 
releases, device evaluation guidance, and the listing of all approved 510(k)s sorted by applicant name.  

This 510(k) information is located under the Product Clearance Main Menu Item # 12. Dial (301) 594-4802 or (800) 
252-1366. For more guidance on how to assess this information, contact DSMA. Call toll free (800) 638-2041, (301) 
443-6597, or fax (301) 443-8818.  

3. The submission should include a description of all significant similarities and differences between the new and 
predicate device.  

4. To facilitate the review, the submission should contain a table which compares the 
1.  intended medical uses and  
2. the physical characteristics and  
3. functions of the two devices. 

510(K) SUMMARY OR STATEMENT 
1. Provide a 510(k) summary of safety and effectiveness information in the premarket notification submission upon 

which an equivalence determination could be based, written in accordance with the content and format requirements 
that are specified in 21 CFR 807.92 or 

2. Provide a 510(k) statement that safety and effectiveness information will be made available to interested persons 
upon request. This statement must follow the format and contain the wording as specified in 21 CFR 807.93. 

TRUTHFUL AND ACCURATE STATEMENT 
Provide a statement that all data and information submitted in the premarket notification are truthful and accurate and 
that no material fact has been omitted, as required by 21 CFR 807.87(j). 
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1.0 ADMINISTRATIVE INFORMATION 

 

Applicant, Sponsor: Digital Heat Corporation 

Address: 5626 S. Captain Kidd Ct., Unit B 

Tempe, AZ 85283 

FDA Registration Number:  

Contact Person: John Devine (CEO) 

Telephone Number: (512) 560-7184 
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2.0 DEVICE IDENTIFICATION  

 

The proprietary name of the new device: Heated Eye Pad 

The generic name of the device: Powered Heating Pad 

Classification of the predicate device: Title 21 C.F.R.  § 890.5740 Powered heating pad 

Regulatory Class II (special controls) Exempt 

subject to § 890.9 

The proposed regulatory class for the new 

device: 

Title 21 C.F.R.  § 890.5740 Powered heating pad 

Regulatory Class II (special controls) Exempt 

subject to § 890.9 

Panel Code: Physical Medicine Devices panel 89 

Has been previously submitted to the 

FDA for identical or different indications? 

Yes, on August 11, 2014. 

Is currently being reviewed for different 

indications by the same or different 

branch within ODE? 

No 

Has been previously cleared by the FDA 

for different indications? 

No 
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3.0 DEVICE DESCRIPTIVE INFORMATION 

3.1 Intended Used:   

The proposed device use is for treatment where the current medical community recommends the 

application of a warm compress to the eyelids.  Such applications would include Meibomian 

Gland Dysfunction (MGD), dry eye, Blepharitis, Stye, or Chalazia. 

 

The Digital Heat (Heated Eye Pad) makes contact with the exterior eyelid tissue.  Users typically 

apply the device 5-10 minutes, twice per day.  This device is targeted for over the counter 

distribution.  Patients’ use of the proposed device can be at home, on travel, or at the office. 

 

The meibomian glands supply lipids or oily substances that help to prevent or minimize tear 

evaporation.  There are 50 on the upper eyelid, 25 on the lower eyelid (Figure 1).  The medical 

community recognizes meibomian gland dysfunction as presenting several problems to the 

eyelid: 

 Dry eye:  Either poor quality or poor quantity of lipid secretion from the meibomian glands. 

 Chalazion (meibomian gland lipogranuloma):  Is a cyst in the eye lid caused by inflammation 

of a blocked meibomian gland. 

 Blepharitis:  Chronic inflammation of eye lid 

 Sty(e): Infection of glands caused by bacteria; Caused by blocking of an oil gland 

 

For all four stages of Meibomian gland dysfunction, the medical community recommends a 

warm compress for treatment, whereby heating the lipid will decrease the meibomian gland 

viscosity, liquefy any clog in the oil gland, and increase the flow of lipids to the eye.  (EU 

Regulatory Workshop: Meibomian Gland Dysfunction, Kelly K. Nichols, OD, MPH, PhD, 

FERV Professor, University of Houston College of Optometry Chair, TFOS International 

Meibomian Gland Workshop, slide 23, March 2010.) 

 

 

Figure 1:  Meibomian Gland  

                (A) External Eyelid   (B) Internal Eyelid Structure 
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In terms of thermal therapy for the treatment, the medical community would like an elevated 

temperature, but not such that it will inflame or burn the skin. The skin starts to feel pain at 44 

centigrade and 1st degree burns occur at 48 centigrade.  (Fire Dynamics, Dan Madrzykowski, 

Fire Research Division, www.nist.gov/fire/fire_behavior.cfm, July 16, 2013). 

 

 

 

1. Heat only where needed 

2. A more precise temperature 

3. Constant temperature over time.   

 

Several prior predicate devices as noted in Table-1 provide the basis for comparison to the 

proposed device. 

 Theratherm Electric Heating Pad 

 EyeFeel
TM

 Ophthalmic Warmer 

 ThermalOn Ophthalmic Warmer 

The proposed device will not alter the therapeutic effect as applicable to the predicate devices.  

In addition to improved thermal performance, the proposed device provides additional safety not 

currently embodied in the prior predicate devices (details provided in device description).   

 

Table-1 Proposed and Predicate Device Summary 

Device 

Proposed 

Device 

(Ophthalmic 

Warmer) 

Theratherm 

(Electric 

Heating Pad) 

EyeFeel
TM

 

(Ophthalmic 

Warmer) 

ThermalOn 

(Ophthalmic 

Warmer) 

510(k):  New K770686 
K021843, 

K082087 
Not Applicable 

Title 21 CFR §890.5740 §890.5740 §890.5710 §890.5730 

Classification:

  

Class II  

(Special 

Controls) 

Exempt 

Class II  

(Special 

Controls) 

Exempt 

Class I Class I 

Generic Name: 
Powered 

Heating Pad 

Powered 

Heating Pad 

Chemical Hot 

Pack 
Moist Heat Pack 

  

(b)(4) 
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Proposed and Predicate Device Intended Use Comparison 

Intended Use, Proposed Device, Heated Eye Pad 

The Heated Eye Pad ophthalmic warmer is a powered heating pad for the application of localized 

heat therapy. Use for treatment when the current medical community recommends the 

application of a warm compress to the eyelids. Such applications would include Meibomian 

Gland Dysfunction (MGD), Dry Eye, Blepharitis, Stye, or Chalazia. 

The Heated Eye Pad makes contact with the exterior eyelid tissue. Users typically apply the 

device 5-10 minutes, twice per day. Patients' use of the Heated Eye Pad can be at home, on 

travel, or at the office. 

 

Theratherm (Electric Heating Pad)  K770686 

For fast pain relief, use Theratherm moist heat therapy 

 Moist heat therapy is routinely prescribed for temporary pain relief associated with 

muscle strains and spasms 

 Use the Theratherm Digital Moist Heating Pad for treatment of pain caused by muscle 

spasm or inflammation from exercise, sports or everyday household activities. 

The application of moist heat is a routinely prescribed therapy in today’s medical field. The 

body's physiological response to moist heat is dilation of the blood vessels, causing an increase 

in the blood flow to the area under treatment. Increased local circulation enhances recovery by 

flushing away the waste products and bringing in fresh blood cells to the treatment area. Moist 

heat is exceptionally useful in treating back pain caused by muscle spasms from strain and 

tension. The pain of arthritic and muscleskeletal conditions can be temporarily alleviated with 

the use of moist heat therapy. The increased blood flow can help relax muscles in spasm and help 

maintain joint and muscle flexibility. Along with rest, the Theratherm Digital Moist Heating Pad 

will gradually relieve pain by relaxing a muscle in spasm. Theratherm treatment is also efficient 

in relieving pain caused by muscle spasm or inflammation after a day of recreation, gardening, 

jogging or household activities. 

 

Intended Use / Indications for Use EyeFeel ophthalmic warmer K021843 

The EyeFeel is a hot disposable pack for the application of localized heat therapy in cases of 

chronic inflammatory and cystic conditions of the eye lids, including meibomian gland 

dysfunction and chalazia. 

 

Intended Use / Indications for Use EyeFeel ophthalmic warmer K082087 

The EyeFeel ophthalmic warmer is a hot disposable pack for the application of localized heat 

therapy in cases of chronic inflammatory and cystic conditions of the eyelids, including 

meibomian gland dysfunction (MGD), also known as evaporative dry eye or lipid deficiency dry 

eye, and chalazia. The EyeFeel Ophthalmic Warmer also may relieve accommodative fatigue 
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and may help recover baseline visual acuity levels after prolonged work on visual display 

terminals. 

 

Intended Use / Indications for Use ThermalOn ophthalmic warmer K N/A 

A 3 to 5 minute treatment is recommended.  Daily use of the compress provides an effective way 

to improve tear quality and to relieve dry eye symptoms.  The compress may be used as often as 

desired for mild to moderate dry eye discomfort. 
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3.2 Device Description: 

3.2.1 Written Description 

3.2.2 Sizes, Configurations, and functions of each device component 

The design of the heater is a one size fits all.  There is only 1 configuration. 

A complete list (Table 2) of components, their functions, and sizes are as follows:  

 

 

 

 

(b)(4) 
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Table 2:  A complete list of components, their functions, and sizes (Not to Scale) 

Picture Part Function Size 

 

Heater 

 
Foam 

 

Frame 

 
Fuse 

 

USB 

Connector 

 

Power Cable 

 

Band 

 

3.2.3 Describe how the device works and interconnects with other components: 

(b)(4) 

(b)(4) 

(b)(4) 
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3.2.4 Drawings and Photographs 

Photographs and complete written descriptions of the new and predicate devices are presented 

below.  In addition, Figures 3-6 are drawings and overall dimensions of the proposed product 

and predicate devices.   

 

3.2.4.1 Digital Heat Proposed Device: Figure 2 

 

Figure 3:  Digital Heat Eye Pad (Product Packaging and User Wear)  

(A) Heating Element                                                                          (B) User Configuration 

     

 

 (C) Digital Heat Elastic Band                                   (D) Box/Labeling 

  

(b)(4) 

(b)(4) 

(b)(4) Schematic Drawings
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3.2.4.2 Theratherm: Figure-3 

This device consists of an inner sealed liner with a powered heater along with a thermal couple 

and control electronics for the user (Figure 4A).  The packaging for the device (Figure 4B) 

shows the user application which is normally for large area usage on the human body.  The user 

positions the product (Figure 4C) on facial features for heat treatment of eyes.  This predicate is a 

large area application of a heated surface as noted in dimensions of Figure 4A, 4B, and 4C. 

 

Figure 4:  Theratherm Powered Heating Pad (Product Packaging and User Wear) 

 (A)  Heated Pad                                    (B) Box/Labeling            (C) User Configuration 

               
(Reference:www.dme-direct.com/theratherm-moist-heatting-pack) 

D = 15mm // W = 370mm // L = 700mm 

 

3.2.4.3 Kao (Chemically Activated Heated Eye Pad): Figure 5 

The Kao product (Figure 5) is an embodiment (Chemical Heat Generation Eye Pad) to the 

“EyeFeel” predicate device (K021843, K082087) of like function.  The EyeFeel is not currently 

on the open market for representative packaging and labeling.  The Kao device uses a chemically 

activated air reaction to produce heat.   

The Kao eye pad (Figure 5A) consists of two eye pads with interior sealed chemical packets that 

are activated by air when the seal pouch is opened.  Labeling and packaging is noted in Figure 

5B) and written in Japanese.  Translation of the labeling includes opening of the package and 

positioning the product on the eyes.  Dimensions of this product are provided in Figure 5A. 

 

Figure 5:  Kao Heat Eye Pad (Product Packaging and User Wear) 
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 (A) Chemical Eye Pad                     (B) Box/Labeling      (C) User Configuration

        
(Reference:.www.amazon.com/Kao-Megurhythm-Steam-Mask-Sheets/product-reviews/B0012R23UK) 

D =  3 mm // W = 80 mm // L = 180 mm (Non Activated Condition) 

3.2.4.4 Thermalon (Microwave Heated Eye Pad): Figure-6 

The Theramalon product is a facemask (Figure 6A) with inner materials (silicone gel beads) for 

heat activation in a microwave.  The user places the mask on the face for thermal heat transfer 

treatment.  Packaging (Figure 6B) is a plastic sealed container along with instructions and safety 

documentation.  The user control of the temperature is dependent on time placed in the 

microwave along with power of the appliance.  The outer structure of the facemask is cloth along 

with a band of material used to secure the facemask to the users’ face (Figure 6C).  Dimensions 

of the Thermalon product is noted in Figure 6A.  

Figure 6:  Thermalon Heat Eye Pad (Product Packaging and User Wear) 

 (A) Microwave Eye Pad                         (B) Box/Labeling              (C) User Configuration 

        
(Reference: www.walmart.com/ip/Thermalon-Dry-Eye-Compress-1ct/16608834) 

D = 15mm // W = 80 mm // L = 210 mm 

 

3.2.5 Temperature Range of the Device 

Digital Heat claims the proposed new device provides heating of the eyelid with three factors of 

improved heat treatment as compared to predicates: 

1. Heat only where needed 

2. A more precise temperature 

3. Constant temperature over time.   

The data in this section supports claim number 2) A more precise temperature, and 3) Constant 

temperature over time.  Data to support claim 1) Heat only where needed is provided in Section 

3.2.6 Temperature Range at the skin surface where applied. 
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 Theratherm:  A powered heating pad, but it uses feedback control to adjust the voltage sent to 

the heater based on a thermocouple measurement, the heating element is widely dispersed 

and unfocused within the heater.  In addition, the heater contains a cloth cover, creating an 

unpredictable thermal profile based on ambient humidity, and compression on the heater. 

 Kao:  Uses chemical activation to heats up, peaks, and begins too cool 

 Thermalon:  Uses a microwave to heat up, it starts off hot and cools over time.  Actual 

starting temperature will vary based on the power of the microwave and the duration of time 

in the microwave. 

 

(b)(4) 

(b)(4) 
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3.2.6 Temperature Range at the skin surface where applied: 

The proposed new device provides heating of the eyelid with three factors of improved heat 

treatment as compared to predicates: 

1. Heat only where needed 

2. A more precise temperature 

3. Constant temperature over time.   

Data in this section supports the assertion that Digital Heat provides improved heat treatment as 

compared to predicates by providing heat only where needed. 

Figure 8:  Meibomian Gland and Localized Heat 

                             (A) Eye Lid Meibomian Gland            (B) Proposed Product 

 
 

Table 3:  Heated Products versus Eyelid Coverage 

Digital Heat Theratherm Kao Thermalon 

    

(b)(4) 

(b)(4) 
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In summary, the proposed new device provides heating of the eyelid with three factors of 

improved heat treatment as compared to predicates: 

1. Heat only where needed 

2. A more precise temperature 

3. Constant temperature over time.   

 

  

(b)(4) 
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3.3 Materials 

(b)(4) 
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3.3.4 Shelf Life 

Digital Heat does not specify a time based shelf life.  Prior to each use, Digital Heat requests 

users to examine the Heated Eye Pad.  Step #10 of the Heated Eye Pad Safety Instructions states: 

Carefully examine before each use.  Discard the pad if it shows any sign of 

deterioration (such as blistering or cracking). 
 

Storage conditions are not expected to affect device safety or effectiveness.  The product consists 

of blended materials of .  The storage of the product will be within a box, 

ambient room temperature of (20C-25C), and not under any mechanical, temperature, or 

humidity conditions that would alter the properties of the base materials. 

  

(b)(4) 

(b)(4) 
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3.4 Labeling: 

3.4.1 Digital Heat Labeling  

Digital Heat makes no medical claims, and refers users to third party medical research for the 

efficacy of heating the Meibomian gland fluid.  For all four stages of Meibomian gland 

dysfunction, the medical community recommends a warm compress for treatment (EU 

Regulatory Workshop: Meibomian Gland Dysfunction, Kelly K. Nichols, OD, MPH, PhD, 

FERV Professor, University of Houston College of Optometry Chair, TFOS International 

Meibomian Gland Workshop, slide 23, March 2010.)The next several pages include photographs 

of Digital Heat labels and predicate device labels.   

The Digital Heat device box will include labeling as seen in Figure 10:  Heated Eye Pad, Box 

Labeling (not to scale). 

Figure 10: Heated Eye Pad, Box Labeling (not to scale) 
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The Digital Heat, Heated Eye Pad package inserts will include user instructions font size 11, 

Calibri, and safety instructions at font size 12, Calibri (Figures 11, 12).   
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Figure 11: Package Insert User Instructions (not to scale) 
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Figure 12: Heated Eye Pad User Safety Instructions (not to scale) 
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3.4.2 Theratherm Labeling 

Figure 13 Theratherm User Instructions and Safety Labeling 
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3.4.3 Kao Labeling 

 

Figure 14 Kao Box, User Instructions and Safety Labeling 
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3.4.4 ThermalOn Labeling 

 

Figure 15 ThermalOn User Instructions and Safety Labeling 
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3.5 Additional Information: 

 

.  The device has two power states, plugged in 

and “ON,” or unplugged and “OFF.” 

 

 

  

(b)(4) 
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3.6 EMC and Electrical Safety: 
(b)(4) 
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3.7 Performance Data - General 

3.7.1 Temperature versus Voltage Range 
(b)(4) Testing
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3.7.2 Meibomian Gland Temperature versus Predicate Devices 

 

 

(b)(4) Testing
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5626 S. Captain Kidd Ct. Unit B   
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3.7.3 Temperature over Time versus Predicates 
(b)(4) Testing
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4.0 SUBSTANTIAL EQUIVALENCE INFORMATION: 

 

The Digital Heat’s “Heated Eye Pad” is designed for us on the outer eyelids.  The user does not 

apply heat to undesired sections of the human body or facial area. 

Table 6 a brief summary of the Digital Heat proposed device substantial equivalency to Sec. 

890.5710 Hot or cold disposable pack and sec. 890.5740 Powered Heating Pad.  

(b)(4)

Records processed under FOIA Request # 2015-6448; Released by CDRH on 12-07-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  DIGITAL HEAT 

 

49 

 

Table 6:  Substantial Equivalency Summary 

Category Of 

Equivalence 

Powered 

Heating Pad 

Powered 

Heating Pad 

Chemical Hot 

Disposable 

Pack 

Microwave 

Heated Beads 

FDA CFR Title 21 S (890.5740) (890.5740) (890.5710) (890.5730) 

Warm Compress 

Digital Heat’s 

“Heated Eye 

Pad” 

Theratherm 
Bio-Lipid, 

EyeFeel 
Thermalon  

510(k) Submission K770686 
K021843, 

K082087 
Not Applicable 

Intended for OTC? Yes Yes Yes Yes 

Sterility 
Non-sterile 

when used 

Non-sterile 

when used 

Non-sterile 

when used 

Non-sterile 

when used 

Biocompatible? Yes unknown unknown unknown 

Software 

Mechanism for Heat 

Generation 

Maximum Surface 

Temperature  (using 

Thermocouple) 

Power Usage 

Mechanism for Heat 

Control 

Control Mechanism 

for Safety 

Specific Therapeutic 

Indications 

Ophthalmic 

Warmer 

Electric Heating 

Pad 

Ophthalmic 

Warmer 

Ophthalmic 

Warmer 

(b)(4)
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5.0  510(K) Statement:   

 

I certify that, in my capacity as President and Chief Executive Officer, of Digital Heat 

Corporation, I will make available all information included in this premarket notification on 

safety and effectiveness within 30 days of request by any person if the device described in the 

premarket notification submission is determined to be substantially equivalent. The information I 

agree to make available will be a duplicate of the premarket notification submission, including 

any adverse safety and effectiveness information, but excluding all patient identifiers, and trade 

secret and confidential commercial information, as defined in 21 CFR 20.61. 
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References: 

Copies of references in the order they appear are in the subsequent pages. 

 

EU Regulatory Workshop: Meibomian Gland Dysfunction, Kelly K. Nichols, OD, MPH, PhD, 

FERV Professor, University of Houston College of Optometry Chair, TFOS International 

Meibomian Gland Workshop, slide 23, March 2010.) 

 This reference is relevant because it supports the assertion that a warm compress is the 

recommended treatment for all four stages of meibomian gland dysfunction.  Predicate 

devices recommend heat therapy, as does the Heated Eye Pad. 

 

NIST, Fire Dynamics, Dan Madrzykowski, Fire Research Division, 

www.nist.gov/fire/fire_behavior.cfm, July 16, 2013 

 This reference is relevant because it supports the assertion that a warm compress temperature 

below 44 centigrade is the recommended temperature to avoid patient pain.  The Heated Eye 

Pad versus all predicates is contained in the performance reports attached to this 510(k) 

application. 
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Current Practice Patterns*

• Lid hygiene, warm compresses and lid 
massage
• Cleaning of the lid margin with baby shampoo, 

cotton buds or wet towels, daily for 5-15 minutes

• Lubricants in cases with additional dry eye
• Topical antibiotic oint (moderate to severe)

• Systemic tetracyclines/ derivatives in 
recurrence

• Incision and curettage with optional steroid 
injection in chalazion

*Excerpted from Moorfields Manual, Wills Eye Manual 

(Guidelines for posterior blepharitis and meibomitis)
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Current Practice Patterns

• World-wide variation

• Underreporting � difficult to assess patterns

• Underdiagnosis common, clinical follow-up 
irregular

• Lid warming and hygiene common

• Many use artificial lubricants

• Most Common Rx: Systemic tetracycline or 
derivatives (less frequent in EU/Japan)

– 2nd most common Rx: topical antibiotic or 
antibiotic-steroid combination
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Clinical TrialsClinical Trials
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Summary
Priorities for future clinical trials:

• Additional randomized, controlled, double-
masked treatment trials with clearly defined 

objectives, relevant outcome measures 
based on pathophysiology, and refined 
inclusion & exclusion criteria

• Determination of the natural history of 
MGD

• Further understanding of the association 
with dry eye disease (and risk factors)

• Development and validation of a symptom 
questionnaire specific to MGD.
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0.0 GUIDANCE DOCUMENT USED FOR THIS 510(K) APPLICATION 

Guidance Document for the Preparation of Premarket Notification 
[510(k)] Applications for Heating and Cooling Devices 
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 updated in the next revision to include the standard elements of GGP's. 

July 26, 1995 
(reformatted 12/18/97) 

This guidance document may contain references to addresses and telephone numbers that are now 
obsolete. The following contact information is to be used instead: 

 While this guidance document represents a final document, comments and suggestions may be submitted 
at any time for Agency consideration to the Restorative Devices Branch, 9200 Corporate Blvd., HFZ-410, 
Rockville, MD 20850. 

 For questions regarding the use or interpretation of this guidance, contact the Restorative Devices Branch 
at 301-594-1296. 

 To contact the Division of Small Manufacturers Assistance (DSMA), call 800-638-2041 or 301-443-6597; fax 
301-443-8818; email dsmo@cdrh.fda.gov; or write to DSMA (HFZ-200), Food and Drug Administration, 1350 
Piccard Drive, Rockville, Maryland 20850-4307. FACTS-ON-DEMAND (800-899-0381 or 301-827-0111) and 
the World Wide Web (CDRH home page: http://www.fda.gov/cdrh/index.html) also provide easy access to 
the latest information and operating policies and procedures. 

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration 
Center for Devices and Radiological Health 
Rockville, MD 20850 

 

PREFACE 
The purpose of this document is to provide guidance to the sponsors of premarket notifications [510(k)'s] for 
restorative devices. This document is intended to assist the sponsors in organizing and providing the essential 
information that should be submitted to the Food and Drug Administration (FDA) for review. 

This guidance is based on the Restorative Devices Branch's (REDB's) identification of specific criteria necessary to 
conduct an adequate evaluation of a 510(k) for the purpose of determining substantial equivalence for physical 
medicine/restorative devices. The objective of this document is to delineate to the device manufacturer important 
administrative, descriptive, and scientific information that should be included in a 510(k) for a restorative device. 
Individual 510(k) submissions may require additional information pertinent to each specific device. The suggestions 
and recommendations included in the guidance reflect the minimal requirements that would allow an evaluation of the 
device as determined by REDB. While the use of this document in the preparation of a 510(k) premarket notification 
will not ensure FDA clearance of a device, following the guidance will ensure that sufficient basic information is 
available to initiate a substantive review. 

Note that the guidance document is a living document. It will be periodically revised as scientific knowledge and 
regulations change. 

INTRODUCTION 
Any 510(k) notification submitted under premarket notification procedures described in 21 Code of Federal 
Regulations (CFR) Part 807, Subpart E, for FDA's determination that a new device is substantially equivalent to a 
predicate (existing) device in 21 CFR 890.5950 (Powered Heating Unit), 21 CFR 890.5740 (Powered Heating Pad), 
21 CFR 890.5500 (Infrared Lamp), 21 CFR 890.5720 (Water Circulating Hot or Cold Pack), or Class I by 21 CFR 
890.5710 (Chemical Hot/Cold Pack) should follow the format below and must contain all specified information that is 
pertinent to the device. 
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ADMINISTRATIVE INFORMATION 
1. Provide the name and address of the manufacturer and sponsor of the 510(k) submission. 
2. Provide the FDA registration number (if available) of the manufacturer of the new device. 
3. Identify the official contact person for all correspondence. 

DEVICE IDENTIFICATION 
1. As stated in 21 CFR 807.90(d), a 510(k) shall be submitted separately for each product the manufacturer intends to 

market. Therefore, a submission can describe no more than one new device. 

A submission can describe more than one component of, or attachment to, a single device. The submission must 
compare each such component or attachment with that of a predicate device, or must state that the predicate device 
lacks such a component or attachment. 

2. The following information must be provided: 

a. The proprietary name of the new device; 
b. The generic name of the device; 
c. The classification of the predicate device e.g., Class II. Refer to 21 CFR and section 513 of the Food, Drug, and 

Cosmetic Act; 
d. The proposed regulatory class for the new device, e.g., Class II. (21 CFR 862-892 contains the regulatory 

classifications for medical devices); and 
e. The panel code(s) for the device. [If the product is not classified under the physical medicine devices panel, identify 

the panel under which it is classified and provide the panel identification code (e.g., 89 is the code for the physical 
medicine devices panel)]. 

3. Specify whether this device: 

a. Has been previously submitted to the FDA for identical or different indications; 
b. Is currently being reviewed for different indications by the same or different branch within ODE; or 
c. Has been previously cleared by the FDA for different indications. 

 

 

DEVICE DESCRIPTIVE INFORMATION 

Intended Use 

Identify the specific intended use(s), including the specific therapeutic indications, for the subject device and the 
predicate device.  

The new device must have the same intended medical uses as those specified for the predicate device, to the extent 
that the changes do not alter the therapeutic or diagnostic effect and do not affect the safety and effectiveness.  

These intended uses must be consistent with the descriptions of intended medical uses contained within the CFR 
section that is applicable to the device and must identify the specific medical conditions for which the device is 
indicated.  

If the indication differs, you must provide a justification as to how the change(s) do not affect safety and effectiveness. 
If special labeling claims are sought, information must be provided to support these claims. 

It is not necessary to notify FDA of an intent to market a device if it will not be labeled or promoted for medical uses. 
However, FDA will regulate the equipment and may require premarket notification if any promotional material appears 
which makes medical claims after marketing begins. 

 

Device Description 
1. Provide a written description of the device, including all device components, instruments, and any new features of the 

device. 
2. Identify all sizes, configurations, and functions of each device component. 
3. Describe how the device works and interconnects with other components. 
4. Engineering drawings and/or photographs and complete written descriptions of the new and predicate devices. The 

document must contain illustrations of all internal and external features of both devices. Engineering drawings must 
provide the lengths, widths, and heights of the devices and their major component parts. 

5. Provide the temperature range of the device. 

Records processed under FOIA Request # 2015-6448; Released by CDRH on 12-07-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  DIGITAL HEAT 

 

6 

 

6. Provide the temperature range at the skin surface where device is applied. 

Materials 

Identify the specific materials for each component, any additional processing that may affect the material properties, 
and the voluntary standards with which the device materials will conform. In the case of powered heating pads, the 
material of the heating pad cover must be specified. Similarly, the chemicals and activator(s) used in hot/cold packs 
must be described. 

 

 

Labeling 
1. Provide draft or sample package labeling, package inserts, including complete operator's instructions for the new 

device. 
2. Include copies of promotional materials for the new and predicate devices. 

3. The following warning statement must be included in the labeling for all devices: 

"WARNING: Use carefully. May cause serious burns. Do not use over sensitive skin areas or in the presence of poor 
circulation. The unattended use of ....... by children or incapacitated persons may be dangerous." 

Additional Information 
1. The distance of the device from the area of application must be provided for infrared lamps. 
2. The leakage current must be specified for powered heating pads, infrared lamps, and water circulating hot/cold 

packs. 
3. The flow rate, pressure, and the liquid to be used must be specified for water circulating hot/cold packs. 

SUBSTANTIAL EQUIVALENCE INFORMATION 
1. The legally marketed predicate device with which the subject device is to be compared for the determination of 

substantial equivalence must be identified.  

2. Evidence must be provided that the device was placed into interstate commerce for other than research uses or as 
part of a plant-to-plant transfer and was actually labeled and promoted for the intended use to which the submitter of 
the premarket notification is claiming substantial equivalence. This may be accomplished by providing copies of the 
firm's advertisements, catalog pages, or other promotional material dated prior to May 28, 1976 and shipping 
documents such as invoices, bills of lading, receipts showing the interstate transit of the device (for other information 
which can be used to prove Pre-Amendment status contact DSMA). 

Alternatively, the 510(k) number(s) of the predicate device(s) may be identified.  

The 510(k) number may be obtained from the Electronic Docket (ED), an automated retrieval system of the Division 
of Small Manufacturers Assistance (DSMA), which provides medical device regulations, FDA talk papers and press 
releases, device evaluation guidance, and the listing of all approved 510(k)s sorted by applicant name.  

This 510(k) information is located under the Product Clearance Main Menu Item # 12. Dial (301) 594-4802 or (800) 
252-1366. For more guidance on how to assess this information, contact DSMA. Call toll free (800) 638-2041, (301) 
443-6597, or fax (301) 443-8818.  

3. The submission should include a description of all significant similarities and differences between the new and 
predicate device.  

4. To facilitate the review, the submission should contain a table which compares the 
1.  intended medical uses and  
2. the physical characteristics and  
3. functions of the two devices. 

510(K) SUMMARY OR STATEMENT 
1. Provide a 510(k) summary of safety and effectiveness information in the premarket notification submission upon 

which an equivalence determination could be based, written in accordance with the content and format requirements 
that are specified in 21 CFR 807.92 or 

2. Provide a 510(k) statement that safety and effectiveness information will be made available to interested persons 
upon request. This statement must follow the format and contain the wording as specified in 21 CFR 807.93. 

TRUTHFUL AND ACCURATE STATEMENT 
Provide a statement that all data and information submitted in the premarket notification are truthful and accurate and 
that no material fact has been omitted, as required by 21 CFR 807.87(j). 
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1.0 ADMINISTRATIVE INFORMATION 

 

Applicant, Sponsor: Digital Heat Corporation 

Address: 5626 S. Captain Kidd Ct., Unit B 

Tempe, AZ 85283 

FDA Registration Number:  

Contact Person: John Devine (CEO) 

Telephone Number: (512) 560-7184 
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The Digital Heat, Heated Eye Pad package inserts will include user instructions font size 11, 

Calibri, and safety instructions at font size 12, Calibri (Figures 11, 12).   

  

Records processed under FOIA Request # 2015-6448; Released by CDRH on 12-07-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  DIGITAL HEAT 

 

31 

 

Figure 11: Package Insert User Instructions (not to scale) 
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Figure 12: Heated Eye Pad User Safety Instructions (not to scale) 
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3.4.2 Theratherm Labeling 

Figure 13 Theratherm User Instructions and Safety Labeling 
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3.4.3 Kao Labeling 

 

Figure 14 Kao Box, User Instructions and Safety Labeling 
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3.4.4 ThermalOn Labeling 

 

Figure 15 ThermalOn User Instructions and Safety Labeling 
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Current Practice Patterns*

• Lid hygiene, warm compresses and lid 
massage
• Cleaning of the lid margin with baby shampoo, 

cotton buds or wet towels, daily for 5-15 minutes

• Lubricants in cases with additional dry eye
• Topical antibiotic oint (moderate to severe)

• Systemic tetracyclines/ derivatives in 
recurrence

• Incision and curettage with optional steroid 
injection in chalazion

*Excerpted from Moorfields Manual, Wills Eye Manual 

(Guidelines for posterior blepharitis and meibomitis)
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Current Practice Patterns

• World-wide variation

• Underreporting � difficult to assess patterns

• Underdiagnosis common, clinical follow-up 
irregular

• Lid warming and hygiene common

• Many use artificial lubricants

• Most Common Rx: Systemic tetracycline or 
derivatives (less frequent in EU/Japan)

– 2nd most common Rx: topical antibiotic or 
antibiotic-steroid combination

Records processed under FOIA Request # 2015-6448; Released by CDRH on 12-07-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-6448; Released by CDRH on 12-07-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-6448; Released by CDRH on 12-07-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Design and Conduct of Design and Conduct of 

Clinical TrialsClinical Trials

Penny A. Asbell, M.D.(Chair)

Fiona Stapleton, M.Sc., O.D., Ph.D.
Kerstin Wickström, Ph.D.

Esen Akpek, M.D.
Pasquale Aragona, M.D., Ph.D.
Reza Dana, M.D., M.Sc., M.P.H.

Michael A.Lemp, M.D.
Kelly K. Nichols, O.D., M.P.H., Ph.D.

Records processed under FOIA Request # 2015-6448; Released by CDRH on 12-07-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-6448; Released by CDRH on 12-07-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-6448; Released by CDRH on 12-07-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Summary
Priorities for future clinical trials:

• Additional randomized, controlled, double-
masked treatment trials with clearly defined 

objectives, relevant outcome measures 
based on pathophysiology, and refined 
inclusion & exclusion criteria

• Determination of the natural history of 
MGD

• Further understanding of the association 
with dry eye disease (and risk factors)

• Development and validation of a symptom 
questionnaire specific to MGD.
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