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(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Fertility Focus Response to K122337                  October 5, 2012 FDA Questions 
CONFIDENTIAL 

 
 
 
March 19, 2013 
 
US Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center WO66-0609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 
 
 
Re: Response to FDA Questions to K122337 
 OvuSense Advanced Fertility Monitoring System 
 

 
Dear Dr. Luo: 
 
Fertility Focus hereby submits additional clarification and documentation in support of the 
OvuSense K122337 under your review. We are addressing your questions dated October 5, 
2012. Two paper copies and one eCopy were sent to the FDA Document Mail Center. The 
eCopy is an exact duplicate of the paper copy except the eCopy also contains raw data (Zip 
files) in the STATISTICAL DATA folder. 
 
Your questions are in bold and Fertility Focus answers are in regular type face. Where a 
response includes an attachment, the attachment is labeled according to the question number. 
For example, Attachment Q3-1 would be Question 3 attachment 1. 
 
Fertility Focus regards information provided in support of this Traditional 510(k) to be 
confidential and proprietary and afforded such protection under 21CFR 807.95 and other 
applicable statutes. We understand that the submission to the government of false information 
is prohibited by 18 U.S.C. 1001 and 21 U.S.C. 331(q). In accordance with the Safe Medical 
Devices Act of 1990, a 510(k) Summary of Safety and Effectiveness is included in this 
notification. A Premarket Notification Truthful and Accurate Statement has also been provided in 
this submission in accordance with 21 CFR 807.87(j).  
 

We trust this additional clarification meets your needs to complete the review of the Fertility 
Focus 510(k) K122337. If there are any questions, please contact me at 678-428-6978 (phone) 
or email to pennynorthcutt@theregsolutions.com for interactive review.  
 
Sincerely, 

 
 
 
 
Penny Northcutt, RAC, FRAPS, CQA 
Regulatory Consultant and Official Correspondent for Fertility Focus 
Executive Director, REGSolutions, LLC 
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INTRODUCTION-CLINICAL RISK BENEFIT REVIEW 
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FDA reviewer, Michele Lou, expressed risk vs. benefit questions in a phone conversation of Nov 
30, 2012. Fertility Focus is providing a Clinical Risk vs. Benefit discussion below.  

It is important for FDA to reread Section 3.1 Clinical Need in the original submission please. We 
will not reiterate it here.  
 
For women wanting a family and having difficulty becoming pregnant, detecting the time at 
which they ovulate each month and predicting their most fertile period has potentially significant 
benefit, although other factors may affect the ability to conceive (see original submission 
Attachment M section 1.1.). OvuSense was developed to give women an easy, stress free 
method to detect and chart the timing of ovulation and the window of optimum fertility each 
month, and thereby improve quality of life for women having problems conceiving.  
 
Subsequent to the original submission, a number of clinical papers have been prepared by the 
team involved in the OvuSense Trial conducted in  and described in attachment 
M – OvuSense Clinical Investigation Plan in the original submission. These build on the 
analyses presented in attachment R - OvuSense Clinical Investigation Study Report of the 
original submission. One of these papers has been published,1 the second has been accepted 
for publication and is under second revision,2 and the final paper is in preparation. Analysis from 
these new papers is included in the summary below, and in the answers to Q19 and Q20.  
 
How well is the medical need this device addresses being met by currently available 
therapies ?  
There is significant research evidence (see original submission Section 3.1 and Attachment A - 
Literature References) which demonstrate that temperature is an effective indicator of ovulation 
in women. By measuring core body temperature overnight with  

, in a site closest to the temperature rise associated with ovulation and free from 
external influences, this device can establish a highly accurate picture of average basal 
temperature on a nightly basis. By monitoring and logging this average temperature over a 
woman’s complete monthly cycle, OvuSense can more accurately detect the day of ovulation, or 
the absence of ovulation in a particular cycle and predict her window of maximum fertility for the 
following cycle. 
 
The OvuSense device is not the first device to use body temperature to predict ovulation. The 
Bioself 2000, predicate device, also measures basal body temperature via vaginal (or oral) 
temperature measurements, but with only one reading each morning. OvuSense also uses 
basal body temperature, and vaginal measurement, but calculates the temperature using a 
large number of nightly readings.  
 
OvuSense provides accurate readings because:  

 The measuring site, the vagina, is much closer to the site of thermogenic action of 
progesterone on the ovary – i.e. the site where the temperature rise associated with 
ovulation occurs – than alternative oral temperature based methods.  

 It measures overnight when the body temperature is at its most stable.  

                                                
1 Papaioannou,S., Aslam, M., Ovulation Assessment By Vaginal Temperature Analysis (The Ovusense 
Advanced Fertility Monitoring System) In Comparison To Oral Temperature Recording, San Diego - 
United States of America: American Society for Reproductive Medicine 68th Annual conference, 2012. 
2 Papaioannou,S., Aslam, M., User's acceptability of Ovusense: a novel vaginal temperature sensor for 
prediction of the fertile period. Am J Obstet Gynecol, 2012. Under second revision. 
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Wilcox and colleagues demonstrated that in only approximately 30% of women is the fertile 
window entirely between cycle days 10 and 17. Most women reach their fertile window earlier 
and some much later.6 They go on to recommend that women should be advised that the timing 
of their fertile window can be highly unpredictable, even if their cycles are usually regular, 
advice also reflected in an American Society of Reproductive Medicine Committee opinion 
paper on optimizing natural fertility.7 
 
Similarly, the perception that the possibility of conception remains high after ovulation has 
occurred is not supported by data. The fertile window, approximately seven days long, 
practically ends on the day of ovulation; intercourse within the earlier stages of this time window, 
and particularly on the two days immediately before ovulation, is most likely to lead to 
conception, as demonstrated by extensive population data collected by Colombo and 
Masarotto8, amongst others.9,10 
 
Therefore, it makes sense that methods that prospectively identify the complete window of 
maximum fertility (the fertile period), are of much more potential use in optimizing the timing of 
conception than those which rely on LH surge within the current cycle, especially when this 
prediction can adapt to the woman’s individual cycle pattern. This is especially important for 
busy modern couples. Intercourse during the fertile period has been reported to reduce the time 
to conception.11 
 
The results of the OvuSense Trial described in attachment M – OvuSense Clinical Investigation 
Plan in the original submission and clinical benefits are further covered in the responses to 
questions 19 and 20 in this document. 
 
Do the probable benefits outweigh the probable risks?  
The device provides users with much more accurate information about the timing of their 
ovulation and identifies their most fertile period for the following cycle. This enables them to time 
their sexual intercourse to improve their chances of conceiving. There is both anecdotal and 
research evidence referenced by ASRM7 which shows the high levels of anxiety from which 
women suffer when having difficulty in conceiving, and in using devices which detect the day of 
ovulation during the cycle. OvuSense can assist with reducing this stress by allowing careful 
advance timing of conception using the fertile period prediction.  
 

                                                
6 Wilcox, A.J., Dunson, D., The timing of the "fertile window" in the menstrual cycle: day specific estimates 
from a prospective study. BMJ, 2000. 321(7271):1259-1262. 
7 American Society for Reproductive Medicine (ASRM), Optimizing natural fertility. Fertil Steril, 2008. 90(5 
Suppl) S1-S6. No reprints available; available online at: 
www.sart.org/uploadedFiles/ASRM_Content/News_and_Publications/Practice_Guidelines/Committee_Op
inions/optimizing_natural_fertility(2).pdf 
8 Colombo, B., Masarotto, G., Daily fecundability: First results from a new data base. Demogr. Res, 2000. 
3:article 5. 
9 Dunson, D.B., Baird, D.D., Day-specific probabilities of clinical pregnancy based on two studies with 
imperfect measures of ovulation. Hum Reprod,1999. 14(7):1835-1839. 
10 Wilcox et al 2000 
11 Frank-Herrmann, P., Gnoth, C., Determination of the fertile window: reproductive competence of 
women--European cycle databases. Gynecol Endocrinol, 2005. 20(6):305-312. 
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Although there are risks associated with the device, these would be well understood by users 
via the Users Operating Manual. Tampons are now in extensive use and their risks are clear. 
Risks associated with the OvuSense Sensor are similar. There is a very low risk of harmful 
events, and none have taken place in use. Most people using mobile phones or other similar 
portable electronic devices using chargers are aware of electrical safety risks arising from their 
use and precautions with use.  
 
Are patients willing to take the risk of this treatment to achieve the benefit?  
Yes. Risks are low (no adverse events were located in MAUDE database nor were any 
experienced in the clinical study). Risks are outweighed by benefits associated with increased 
chances of conceiving. Risks are mitigated by way of passing electrical testing, biocompatibility 
testing and a validated User Manual and labeling. The device is removable, it is checked daily 
by the user, the HFE validation confirms that the user manual provides adequate levels of 
instructions and any potential adverse events are well understood and made clear. 
Papaioannou12 shows the high acceptance, comfort and ease of use associated with the device 
during the OvuSense Trial. 
 
Summary of the Benefit(s)  
The principal benefit allows users, who are seeking to conceive and have been unable so to do, 
to identify, more accurately than has been previously possible, the timing of their ovulation each 
cycle, and their most fertile period for the following cycle. This should reduce the stress 
associated with conception, help discover potential issues associated with the cycle, and for 
those with regular ovulation improve their chances of becoming pregnant.  
 
Summary of the Risk(s) 
The principal critical/serious risks listed in the Risk Assessment Matrix (see response to 
Question 10 and 11 and section 5.3 of the original submission) are associated with toxicity 
arising from the Sensor in position and electrical failures of the Reader and Sensor, when the 
latter is not in place.  
 
The Sensor has been assessed for biocompatibility following guidance in ISO 10993, and 
further FDA requirements, and has passed satisfactorily. The OvuSense Reader and Sensor 
comply with IEC 60601-1, thus largely eliminating electrical safety risks. There is a critical risk 
associated with leaving the device in place during sexual intercourse, but this is a clear misuse 
of the device. All other risks are minor or negligible. 
 
Final Validation of Benefit through successful Clinical Studies 
The conclusion of the clinical study proved the hypothesis “That the AFMS system would be a 
more accurate instrument in the detection of ovulation than the traditional oral temperature 
recordings chart.” The results proved the hypothesis to be correct at a very high level of 
statistical significance and to a degree that suggests the shortcomings of oral temperature 
measurement identification of ovulation are overcome.  
 
Clinical References 
See Attachment CRBR-2 for copies of the clinical papers cited in this section. 

                                                
12 Papaioannou,S., Aslam, M., User's acceptability of Ovusense: a novel vaginal temperature sensor for 
prediction of the fertile period. Am J Obstet Gynecol, 2012. Under second revision. 
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1. Please revise your Indications for Use to include all versions of the devices (e.g, 

personal sensor only, reader only, starter pack) in the device name. Please modify the 
Indications for Use form, 510(k) Summary, and device labeling accordingly. 

 
There are several requests for additional information from the FDA regarding device models. 
For clarification, there is only one model or version of the device, Model # M009-US for the 
Starter Kit which includes both a Reader, Model # M010-US, and a Personal Sensor, Model # 
M011, and only one device name, OvuSense Advanced Fertility Monitoring System. This 
version was designed and tested with a white color sensor. No other colors are offered. See Q3 
for details on colorant. 
 
Fertility Focus has revised the following documents as you requested. 
 
See Attachment Q1-1 for a revised Indication for Use Form. 
 
See Attachment Q1-2 for a revised 510(k) Summary. 
 
See Attachment Q1-3 for revised OvuSense User Manual which includes device model number 
and reorder numbers. 
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2. Please revise the 510(k) Summary and include the following information as required 

per 21 CFR 807.92: 
a. Provide a separate 510(k) Summary that clearly states "510(k) Summary" on the 

top of the first page; 
b. Update the Indication for Use shown to be identical to that requested in Deficiency 

No.1 above; 
c. Describe in more detail the performance characteristics of the device, i.e., how the 

device functions; 
d. Provide a detailed comparison of the technological characteristics of the subject 

and predicate devices and justify any differences; 
e. Describe the performance testing conducted on the subject device in greater 

detail, including electrical testing, biocompatibility testing, bench testing, and 
clinical validation testing. 
 

 
Please note that we may request additional changes to your 510(k) Summary as we 
continue our review of your file. 

 
See  Attachment Q1-2 for a revised 510(k) Summary. The Summary has been updated to 
include the following: 
 

a. We have provided a separate 510(k) Summary that clearly states “510(k) Summary” on 
the first page 

b. We have updated the indications for use to match the revised Indications for Use form in 
Q1-1 attachment 

c. We have updated the “Description of the Device” which discussed how the device 
functions in the 510(k) Summary 

d. We have provided a detailed comparison of technological characteristics of the 
OvuSense and the predicate device under “Technological Characteristics” in the 510(k) 
Summary 

e. Details of performance testing of the device including electrical testing, biocompatibility 
testing, bench testing, and clinical validation testing have been completed in the 510K 
Summary with greater detail. 
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3. You did not provide sufficient information on device materials. Please provide a table summarizing each component used in the 

device, including the materials, the additives used (e.g., colorant) and their final concentrations (w/w), and the function of each 
component. In addition, please provide detailed information on each component (e.g., product name, CAS number, supplier, 
catalog number, Certificate of Analysis, Material Safety Data Sheet, etc.). 

 
In FDA’s Additional Information letter, there are several questions regarding device models/colorants. For clarification, there is only one model 
or version of the device, Model # M009-US for the Starter Kit which includes both a Reader, Model # M010-US, and a Personal Sensor, Model 
# M011, and only one device name, OvuSense Advanced Fertility Monitoring System. This version was designed and tested with a white color 
sensor. No other colors are offered. Material information was submitted in the original submission including MSDS and supplier information. 
However to accommodate FDA request, Fertility Focus has supplied as much information as was possible to obtain from the supplier. 
 
See table below summarizing each component used in the device including the materials, the additives used (e.g., colorant) and their final 
concentrations (w/w), and the function of each component. 
 
Table Q3-1 provides details on Personal Sensor materials. Table Q3-2 that follows provides details on Reader materials. 
 
See Attachment Q3-1 for Personal Sensor materials information and Material Safety Data Sheets. 
 

Table Q3-1: Personal Sensor Materials 

Function Material CAS No %  
Used 

Supplier/Part No./ 
Supplier Cat No 

Patient 
Contacting 
(YES or NO) 
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Table Q3-1: Personal Sensor Materials 

Function Material CAS No %  
Used 

Supplier/Part No./ 
Supplier Cat No 

Patient 
Contacting 
(YES or NO) 
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See Attachment Q3-2 for Reader materials information and Material Safety Data Sheets. Table Q3-2 details the Fertility Focus materials as 
FDA requested. These materials are NOT PATIENT CONTACTING. 

 

Table Q3-2: Reader Materials 

Component Material CAS No % 
used 

Supplier/Part 
No.//Supplier Cat No 

C of A Ref MSDS Ref Patient 
Contacting 
(YES or NO) 
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Table Q3-2: Reader Materials 

Component Material CAS No % 
used 

Supplier/Part 
No.//Supplier Cat No 

C of A Ref MSDS Ref Patient 
Contacting 
(YES or NO) 
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Table Q3-2: Reader Materials 

Component Component Component Comp
onent 

Component Component Componen
t 

Component 
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5. Your device description indicates that both the personal sensor and the reader have 

rechargeable batteries. Please provide more information on both sets of batteries 
(type, rated voltage, and capacity in mAH). Please clarify whether the charging that 
occurs (and the battery charge indicator) applies to both batteries or just the batteries 
in the reader. 

 
The Personal Sensor is sealed for life, contains a non-rechargeable battery and is not 
serviceable. The Sensor battery is  

 

The Reader contains a re-chargeable battery pack  
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6. Please identify how the batteries are accessed. Explain how you keep the user from 
accessing the batteries. 

 
The battery for the Personal Sensor is permanently sealed (see materials Q3) and is not 
accessible by the user.  

The Reader battery is a re-chargeable pack situated within the secured unit. However, the 
Reader battery pack can be accessed by removal of the enclosure base. The enclosure base is 
secured by four tamper-proof screws. Two screws are located beneath the central rubber foot 
which is glued in place.  

It is not intended for the user to access the battery. The user is warned, see page 3 of User 
Manual not to access the OvuSense Reader battery and this warning is clearly highlighted in the 
warning section of the “Electrical Safety & Compliance” of the User Manual Attachment Q1-3. 
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10. Your Hazard analysis indicates compliance of the battery charger with EN 60601-1 for 

mitigation of Energy Hazards (electric shock, burn, fire). However, this only ensures 
that the charger safely provides the power and/or trickle charge in a safe way; i.e., 
that the charger is electrically safe. This does not ensure that the entire device is 
electrically safe. Please revise your Hazard analysis to reflect all mitigations to 
address electrical shock, burn, fire, explosion, and battery leakage. Also address both 
sensor and reader interface with the user. 

 

The hazard analysis, called Risk Assessment Matrix by Fertility Focus, submitted in Section 5 
Table 5.3 in the original 510K submission, did include electrical shock, burn and fire. This risk 
assessment has been updated to reflect all mitigations to address electrical shock, burn, fire, 
and it now includes explosion and battery leakage. Fertility Focus risk assessment addresses 
both Sensor and Reader interface with the user. No unacceptable risks remained following 
mitigation. All risks that remained in the ALARP region were considered to have an extremely 
low probability of occurrence. See original submission, Section 5, Summary of Risk. 

See Attachment Q10-1 for updated Risk Assessment Matrix. 
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11. Your document titled “System Acceptance Test & Trace Specification” is identified as 
fulfilling the requirement for a traceability analysis/matrix document. This document 
includes a table that provide a requirement identification number (format 
xxx_xxx_###) and identification of the corresponding test number (format test##).  

 
However, this document does not include any reference to hazards. Further, the 
hazard analysis does not appear to include reference to requirements or software 
tests. The reference number included in the hazard analysis chart uses a format (x.x) 
that does not correspond to any numbers we can identify. Also, no test ID numbers 
are included Thus, the hazards are not tied to tests in the hazard analysis or the 
traceability analysis. 
 
While we understand that not all hazards will have a correlating software test, the 
functional failure hazards should include some software testing (specifically 
identified). All or most of the hazards should have a correlation to the requirements. 
Please explain where this is provided in the documentation we have or provide an 
additional document that shows correspondence between all of the following: 
requirements, testing, and hazards. 

 

The software development and release are controlled by the Risk Management process. See 
Attachment Q10-1 for updated Risk Assessment Matrix.  

See Attachment Q11-1 for Fertility Focus risk documents, specifically Risk Management Plan, 
Hazard Identification, and Risk Management Report developed in compliance with ISO 14971 
Application of risk management to medical devices. 

See Attachment Q11-2 for a Software Traceability Matrix that cross-references software testing 
to the requirements and shows how functional failure hazards have been tested.  
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13. General safety testing (IEC 60601-1 report in attachment O) describes a power supply 

unit. Please explain whether the charger is a battery charger only or if it also serves 
as a power adapter for the reader. 

 
The power supply unit both charges the battery and supplies operational power to the Reader.  
 
See sections 4.10 and 4.11, in the original 510K submission, Attachment O, of the IEC 60601-1, 
TRA-004397-34-02A report regarding the safety of the power supply. All testing passed. 
 
See Attachment Q13-1, a summary of EMC and Safety Testing. 
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14. Please explain why general safety testing occurs at 90 Vac and 264 Vac. How does 
this apply to use in the United States? Also how does this relate to use with a DC 
power supply or batteries? 

 
Conducting tests at 90VAC and 264VAC, verifies safety of the power supply unit across its full 
specified operational range including 120VAC, which is USA mains supply. The power supply 
unit generates a stable 9VDC for the Reader, when connected to any AC power supply between 
90VAC and 264VAC. The charger is fully compatible with all global mains voltages. 

 

Page 29 of 643

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



MATERIAL SAFETY TESTING 

Fertility Focus Response to K122337                 October 5, 2012 FDA Questions 
CONFIDENTIAL 

 

16.  testing was included in your submission to 
support the biocompatibility of the patient contacting portions of your proposed 
device. The test methods identified would be supportive of a device with limited 
contact with mucosal tissues. However, the proposed device will be used daily for up 
to 21 days per month and may be used for many months. Therefore, this device could 
be considered a permanent implant in contact with mucosal tissue. Per FDA 
Bluebook memo G95-1, testing to support long-term use of the device would include 

 
 
 

 
 

 
 

Alternatively, you may also identify other 510(k)-cleared devices using the  
 

 
A second alternative would be to provide a detailed toxicological risk 

assessment for the  
 

 assessment of exposure risk to chemicals liberated for the 
device (e,g., potential to elicit  

 
 

 
 

In FDA’s Additional Information letter, there are several questions regarding device 
models/colorants. For clarification, there is only one model or version of the device, Model # 
M009-US for the Starter Kit which includes both a Reader, Model # M010-US, and a Personal 
Sensor, Model # M011, and only one device name, OvuSense Advanced Fertility Monitoring 
System. This version was designed and tested with a white color sensor. No other colors are 
offered. The Personal Sensor is not a permanent implant but used consecutively on a nightly 
basis. 

 

 
 
 
 

 

 

See Attachment Q16-1 for biocompatibility test reports. 
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17. You indicated that the personal sensor is colored with a series of color 
“masterbatches.” Please clarify if you plan to market one or multiple color versions of 
the sensor. If more than one color sensor is proposed, independent biocompatibility 
testing will be needed to support each color version proposed, unless you can show 
that the identical materials (supplier, catalog number, colorants, mold release agents, 
contact potential, etc.) have been used in a 510(k)-cleared device.  

 
 

 

Sorry for this misleading statement. The Personal Sensor is provided in only one color, white. 
Fertility Focus does not intend to market any other color version of the sensor.  

Fertility Focus has conducted biocompatibility testing on final finished devices which contain this  
white color according to FDA request. See Attachment Q16-1 for biocompatibility results. All 
testing passed indicating there is no toxic affect when in contact with the user. 

Nusil has provided a MAF for FDA reference. See Attachment Q4-1 for copies of MAF 
authorization letters. 

See material listing and details in Table Q3-1: Personal Sensor Materials, and in Table Q3-2: 
Reader Materials. See Attachment Q3-1 for Personal Sensor materials information and 
Material Safety Data Sheets. See Attachment Q3-2 for Reader materials information and 
Material Safety Data Sheets. 
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18. Please provide mechanical testing to assess  
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19. Of the three sections in your submission discussing the clinical validation study (Section 
10, Attachment M and Attachment R), none explained how temperature measurements 
collected with the Personal Sensor were used to generate the estimated day of ovulation 
for comparison with the day of ovulation determined  

. The only actual data provided were . No other 
information was provided to support the conclusion that the OvuSense predicted the day 
of ovulation with greater accuracy compared to the once-daily oral BBT. It is also 
concerning  

 
). In order for FDA to 

independently verify your conclusion regarding the relative performance of OvuSense 
vs. oral BBT measurement, please provide all line data for each subject. Also, please 
provide a statement of your pre-specified statistical hypothesis test and definition of 
study success.  

. 
  

Please see the introduction of this submission, Clinical Risk Benefit Analysis, for Fertility Focus 
conclusion that the OvuSense predicts the day of ovulation with greater accuracy compared to 
the once daily oral BBT. 

Please see Fertility Focus response to FDA AI questions 7, 8, and 9 of this submission which 
deal with how the Reader estimates the day of ovulation from the data collected by the Sensor, 
for the ovulation (and hence fertile period) prediction by the software.  
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Fertility Focus Response to K122337                 October 5, 2012 FDA Questions 
CONFIDENTIAL 

 

21. It is unclear whether the OvuSense algorithm had been frozen prior to the validation 
study. In Section 6.5 of Human Factors Interface, you state that the results of 

 
 

 
 

 
. 

 

The software algorithm in the device to be marketed is exactly the same as the one tested in the 
study. Yes the algorithm was frozen prior to the clinical validation study. No part of the algorithm 
was changed during the revisions of the software. The algorithm remained fixed throughout the 
clinical validation study. This same algorithm version will be the one released in the USA. 

The changes which took place resulting from user feedback during the clinical validation study 
related to battery management and error handling. Neither of these software areas has an 
impact on results calculation and presentation. Please refer to release notes in response to Q12 
of this submission. 

Therefore the algorithm and thus the calculation and presentation of results to the user in the 
device to be marketed in the USA is exactly the same as in the product launched in Europe, and 
exactly the same as in the product tested in the clinical validation study.  
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PERFORMANCE TESTING-CLINICAL 

Fertility Focus Response to K122337                 October 5, 2012 FDA Questions 
CONFIDENTIAL 

 

22. The OvuSense is the first extended use vaginal probe for basal body temperature 
measurement. It is important, therefore, that you demonstrate the probe does not 
cause pain, discomfort, bleeding, etc. In Attachment R, you have stated “No adverse 
effects were reported” in the clinical validation study. Your submission does not 
describe, how safety was evaluated in the clinical validation study of the OvuSense. 
Please explain how safety information was obtained to support their conclusion. 

 

Safety was assessed throughout the study. The study participants had 24 hours a day access to 
the consultant gynecologist responsible during this clinical trial and/or to the ultrasound scan 
clinic which acted as a central scanning clinic during the study. The patients were encouraged 
to report any problems to the consultant gynecologist or the ultrasound scan clinic. At no point in 
the trial, and despite the means available to trial participants, were any adverse events reported.  

The consultant gynecologist responsible for the trial met with the women at the end of each 
cycle. Part of the purpose for this regular follow up was to specifically inquire for any adverse 
events. Despite the trial participants being specifically asked to report any such events, none did 
occur. 

See Attachment Q22-1 for a signed letter from the gynecologist responsible for the trial. 
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LABELING 

Fertility Focus Response to K122337                 October 5, 2012 FDA Questions 
CONFIDENTIAL 

 

23. You have provided the primary and underside labeling for both the OvuSense Sensor 
and Reader in the submission. Please revise the labels as follows: 
a. Add storage conditions; 
b. Add lot number and expiration date; 
c. The label includes a number of unrecognized symbols; please add text directly 

next to each symbol on the primary and underside labels for both the OvuSense 
sensor and reader; 

d. Include the statement “THIS PRODUCT IS NOT FOR CONTRACEPTIVE USE” to 
both labels. 

 

Fertility Focus made the requested changes to labeling. 

See Attachment Q23-1 for revised Personal Sensor and Reader device labeling. 
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LABELING 

Fertility Focus Response to K122337                 October 5, 2012 FDA Questions 
CONFIDENTIAL 

 

24. Please make following changes to the User Manual: 
a. Add a separate Device Components Section at the beginning of the User Manual 

that lists all components of the device; 
b. Add a separate Warnings and Precautions Section at the beginning of the User 

Manual that includes Warnings and Precautions that are currently located 
throughout the User Manual; 

c. Please include the statement “THIS PRODUCT IS NOT FOR CONTRACEPTIVE 
USE” in an individual text box in a prominent location on the front of the User 
Manual; 

d. Add a separate Direction for Use Section that instructs the user explicitly, step-by-
step, how to operate the device that is currently located throughout the User 
Manual; 

e. On page 3 of the User Manual, you stated that the user could recycle the used 
reader and sensor. The sensor is a personal, single user device with a 3 month 
use life. The reader does not have an expiration date or use-life. Please state 
explicitly if the reader is a single user device and how long the use-life is; 

f. On page 6 of the User’s Manual you stated that “If you do not have a regular cycle 
length, OvuSense may still provide you with information about your menstrual 
cycle and timing of ovulation.” Please provide data to substantiate this claim, or 
remove this claim from device labeling; 

g. The personal sensor is an intra-vaginal, tampon-shaped device. On Page 13, you 
mentioned there may be a small risk of toxic shock syndrome, a rare condition 
caused by the growth of Staphylococcus aureus on blood or fluids in the vagina. 
Because the user may not be familiar with this medical emergency, please provide 
detailed explanation of the disease and include all warning signs. Please consider 
using the information from 21 CFR 801.430 (d), which is the regulation for 
menstrual tampon labeling; 

h. On Page 25, you stated that “the OvuSense Scales graphs using relative 
temperature points for each cycle.” Please clarify what this means and how 
relative temperature points are related to the BBT;  

i. On Page 33, you stated that “if you experience... discomfort, irritation, or a vaginal 
discharge during use of the personal sensor, stop using the personal sensor 
immediately and consult your doctor.” This statement seems to be contradicted to 
your statement of “No adverse effects were reported” in the clinical validation 
study. Please clarify the discrepancy; 

j. The label includes a number of unrecognized symbols; please add text directly 
next to each symbol used in the labels. 

 
Please note that we may identify additional labeling deficiencies following review of 
your updated labeling and your responses to the questions in this additional 
information letter. 

 

In response to FDA comments see Attachment Q1-3 for revised OvuSense User Guide and 
below responses. 

a. Page 1 now indicates device components. 

b. Page 1 and 2 now include a separate Warnings and Precautions Section. 

c. Page 1 now lists “This is not for Contraceptive Use” as do the device labels. 
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LABELING 

Fertility Focus Response to K122337                 October 5, 2012 FDA Questions 
CONFIDENTIAL 

d. The new Directions for Use section begins on page 11. 

e. Page 7 indicates this is a single user device. The revised reader label now includes an 
expiration date. See Attachment Q23-1 for labels.  

f. The claim has been removed. 

g. See page 2 and 33 of User Manual with precautions for toxic shock syndrome. 

h. On page 25 of User Manual, we stated that “the OvuSense Scales graphs using relative 
temperature points for each cycle.” This statement is now changed to, “Please note that 
for ease of viewing, OvuSense uses temperature graphs for each cycle, that are scaled 
relative to the highest and lowest temperature values achieved during the cycle.” See 
page 1 and 24 which relate to graphs.  

i. On Page 32 of the User Manual, we stated that “if you experience... discomfort, irritation, 
or a vaginal discharge during use of the personal sensor, stop using the personal sensor 
immediately and consult your doctor.” This is precautionary text that should be included 
for any device of this nature. No adverse effects have been reported in the field, but if 
they should occur for whatever reason, the user should reasonably expect advice on 
what to do. We are of the opinion that removal of such a precaution would be contrary to 
our duty of care as a manufacturer. Do you agree? 

j. See Attachment Q23-1 for revised Personal Sensor and Reader device labeling, with 
text next to symbols. 
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ADMINISTRATIVE REQUIREMENTS 

Fertility Focus Response to K122337                 October 5, 2012 FDA Questions 
CONFIDENTIAL 

 

25. Please provide Standards Data Report for 510(k) Forms (Form 3654) for all the 
standards you referenced to complete the performance testing requested in this 
review memo. You can access this from using the following link: 
http://www.fda.gov/downloadsfAboutFDAlRcportsMWlualsFormsiFormsfUCM081667.
pdf. 
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ADMINISTRATIVE REQUIREMENTS 

Fertility Focus Response to K122337                 October 5, 2012 FDA Questions 
CONFIDENTIAL 

 

26. Your 510(k) did not include the Certification of Compliance with Requirements of the 
ClinicalTrials.gov Data Bank (Form 3674). Effective December 26, 2007, all firms 
submitting a 510(k) are required to submit Form 3674 regarding registration of 
applicable clinical trials in the Clinical Trials Data Bank 
(http://prsinfo.clinicaltrial.gov). Form 3674 can be obtained by going to the following 
web address: htm://www.fdagov/opacom/morechoices/fdaforms/FDA-3674.pdf. Please 
submit Form 3674 for review. 

 

See Attachment Q26-1 for the completed FDA 3674 form. 
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ATTACHMENT CRBR-1 
ANALYSIS OF TEMPERATURE RESOLUTION 
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Ovusense resolution analysis.  Issue 2.  15/2/2013. 

The  is manufactured by Measurement Specialities under the Betatherm 
brand and has the model number Series VI 10K3A1AM.  It is specifically designed for 

measuring body temperature and has a tolerance of +/- 0.05°C in the range 32°C—

44°C. 
 
Prescaling is achieved by a non-inverting amplifier is built around the ST TS1852 op-
amp.  This device is designed for low voltage circuitry and well suited to the 
application. 
 
After the amplifier, the temperature dependant Voltage is fed into an ADC121S021 
which is a 12 bit successive-approximation ADC from Texas Instruments.  Based on a 
3V supply, the least significant bit is thus 3V/4095 = 733µV. 
 
Temperature readings are stored in the sensor as raw ADC data.  Conversion from ADC 
readings to temperature is handled by a lookup/calibration table in the reader.  The 
exact details are in the IPL source code which we have not been able to fully analyse.   
 
 
 
Method 
 
In order to analyse the  circuit with prescaling amplifier it was simulated 
using SPICE using a generic op-amp model.  The sensor is normally powered from a 
CR1632 Lithium button cell with a nominal Voltage of 3V.  For the purposes of this 
analysis, the supply voltage is assumed to be a constant 3V. 
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Ovusense resolution analysis.  Issue 2.  15/2/2013. 

Results 
 
The results of the simulation are shown in the table and chart below: 
 
V  is the output of the potential divider containing the  and 
provides the input to the amplifier.  V ADC is the output of the amplifier and input to 
the ADC.  The raw t  resistance is also shown for reference. 
 
 

Temperature 
°C 

R 
 

V 
 V ADC 

ADC 
Count 

30 8056 1.77 2.996 4090 

31 7721 1.739 2.996 4090 

32 7402 1.708 2.994 4087 

33 7097 1.677 2.935 4006 

34 6807 1.646 2.697 3681 

35 6530 1.615 2.443 3335 

36 6266 1.584 2.19 2989 

37 6014 1.553 1.938 2645 

38 5774 1.523 1.688 2304 

39 5544 1.492 1.438 1963 

40 5325 1.462 1.19 1624 

41 5116 1.432 0.944 1289 

42 4916 1.402 0.7 956 

43 4724 1.373 0.456 622 

44 4542 1.344 0.217 296 

45 4367 1.314 0.0084  

46 4200 1.286 0.00058 1 

47 4040 1.257 0.0004 1 
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ATTACHMENT CRBR-2 
LITERATURE REFERENCES 
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Demographic Research - Volume 3, Article 5

http://www.demographic-research.org/Volumes/Vol3/5/ 6 September 2000

Daily Fecundability:

First Results from a New Data Base

Bernardo Colombo1

Guido Masarotto2

on Behalf of the Menstrual Cycle Fecundability Study Group [Note 1]

Abstract

This multicentre study has produced a database of 7017 menstrual cycles contributed by 881
women. It provides improved knowledge on length and location of the “fertile window”
(identified as of up to 12 days duration) and the pattern and level of daily conception probability.
The day of ovulation was identified in each cycle from records of basal body temperature and
mucus symptoms. By referencing days of intercourse to the surrogate ovulation markers,
estimates of daily fecundability were computed either directly or by the Schwartz model, both
for single and multiple acts of intercourse in the fertile window. The relationship between coital
pattern and fecundability has been explored. Univariate analysis underlines the significant link
with fecundability only of the woman’s reproductive history.

                                                
1 Bernardo Colombo is Emeritus Professor of Demography, University of Padua, Padua, Italy. [Dipartimento di

Scienze Statistiche, Via S.Francesco 33, 35121 Padova, Italy]
2 Guido Masarotto (http://sirio.stat.unipd.it) is Professor of Statistics, University of Padua, Padua, Italy

[Dipartimento di Scienze Statistiche, Via S.Francesco 33, 35121 Padova, Italy]
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1. Introduction

In healthy non-contracepting sexually active couples fecundability, probability of conceiving a
pregnancy during a menstrual cycle [Gini 1924, Gini 1928], depends on behaviour as well as
physiology. Spermatozoa with the capability of fertilising the egg must already be present in the
woman’s reproductive tract at the time the egg is released at ovulation or must arrive there soon
after. Number and timing of acts of intercourse in the cycle are an important factor. The width of
the “fertile” window around ovulation, that is the number of days during which intercourse has a
non-zero probability of resulting in conception, is uncertain. Widely diverging figures have been
proposed in the literature, ranging from less than two to more than ten days [Glass and Grebenik
1954, Potter 1961, James 1963, Marshall 1967, Lachenbruch 1967, Glasser and Lachenbruch
1968, Barrett and Marshall 1969, Barrett 1971, Loevner 1976, Vollman 1977, Schwartz et al
1979, Trussell 1979, Schwartz, MacDonald, and Heuchel 1980, Royston 1982, Bongaarts and
Potter 1983, World Health Organization 1983, World Health Organization 1985, Potter and
Millman 1985, Bremme 1991, Weinberg, Gladen, and Wilcox 1994, Trussell 1996, Masarotto
and Romualdi 1997, Weinberg et al 1998, Wilcox, Weinberg, and Baird 1998, Sinai, Jennings,
and Arévalo 1999, Dunson et al 1999]. These estimates depend on data analysed, on conjectures
accepted, on evaluations made with different approaches. Precise information on the pattern of
daily fecundability and the width and location of the associated fertile interval in the menstrual
cycle is of interest to both the biologist and the demographer. For the purpose of fertility
regulation, the information is essential to those couples attempting to avoid pregnancy and those
trying to achieve this end through appropriate timing of intercourse. The need for a large
menstrual cycle data base, including a high number of conception cycles, for the purpose of
clarifying various points of interest for basic knowledge and applications, has been repeatedly
emphasised [Schwartz, MacDonald, and Heuchel 1980, James 1981, Potter and Millman 1986,
Royston 1991, Royston and Ferreira 1999].

This paper introduces the results of an exercise performed in this direction with the co-
operative collaboration of a group of organised centres giving advice to subjects interested in
learning about the fertile phase of the woman and the use of a Natural Family Planning method
to avoid or achieve pregnancies. To reach the planned target number of pregnancies (about 500)
with a prospective design in a reasonable amount of time, the participation of several centres was
necessary. In the following is given a summary description of the common protocol adopted and
of the whole study design. We also describe the characteristics of the study subjects and centres
and present preliminary analytical results. These results give special attention to covariates
linked with the magnitude and pattern in the daily conception probabilities. They are compared
with previous estimates from the literature. Mention is also made on ongoing lines of research
opened by the available database.
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2. Materials and Methods

2.1 Study Design and Population

The investigation was planned as a prospective cohort study conducted to determine the daily
probability of conception among healthy subjects. The research protocol was reviewed and
approved by the Institutional Review Boards of Fondazione Lanza (Padua, Italy) and
Georgetown University (Washington D.C., U.S.A.). The study was co-ordinated from the
Department of Statistical Sciences of the University of Padua (Padua, Italy).

From 1992 through 1996, 782 women were recruited with the collaboration of seven
European centres (Milan, Verona, Lugano, Düsseldorf, Paris, London and Brussels) providing
services on fertility awareness and natural family planning. The entry criteria for the subjects
were: women experienced in use of a Natural Family Planning method; married or in a stable
relationship; between 18th and 40th birthday at admission; having at least had one menses after
cessation of breastfeeding or after delivery; not currently taking hormonal medication or drugs
affecting fertility. Neither partner could be permanently infertile and both had to be free from
any illness that might cause sub-fertility, e. g., endocrine disorders. It was also required that
couples did not have the habit of mixing incidences of unprotected and protected intercourse.
Women were excluded if any one of the previous criteria was not fulfilled.

Data from an additional 99 subjects were also included retrospectively in view of their
relevance to the aims of the study. These data came from a prospective investigation carried out
in Auckland, New Zealand, in 1979-85 into the relationship between the interval from
intercourse to fertilisation and the sex of the baby conceived. In this study recruitment was made
from couples of proven fertility who were contemplating a further pregnancy. For the purpose of
timing intercourse, these couples were instructed on how to recognise the fertile period of the
menstrual cycle and anticipate ovulation from changes in cervical mucus. The woman partner
also recorded her basal body temperature each day. The study design restricted the couples to
only one act of intercourse during the fertile phase of the cycle [France et al 1984, France et al
1992]. This requirement, not respected in a few instances, was the probable cause of subjects
frequently dropping out of the study if they had not achieved a pregnancy after 3-4 cycles of
trying. The resulting short observational period of sexually active non-conception cycles is a
plausible source of positive bias in the estimate of the level of daily fecundability in the present
study. Therefore, while the Auckland data is of significant value to other aspects of the study,
only results from the seven European centres have been used in determining daily probabilities
of conception.

A description of the centres, with the names of the local principal investigators, is given in
[Note 1].
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2.2 Data Collection

In each centre the local principal investigator instructed selected natural family planning teachers
about the purpose and the requirements of the study. After completing the instruction phase, the
teachers screened and selected the subjects for admission into the study. A woman satisfying all
the inclusion criteria was enrolled only after having given written informed consent. In order to
ensure complete subject anonymity and confidentiality, each subject was assigned a study
number and only the teacher maintained a personal relationship with the subject. The mutual
trust established in this relationship was essential to maintaining the collection of quality reliable
data of a sensitive personal nature, which encompassed sexual behaviour.

All the charts were periodically sent to the Department of Statistics at the University of
Padua, where uniform evaluation for all cases of the recorded basal body temperature (BBT),
taken on awakening in the morning before engaging in any activity, was conducted. Coding of
mucus typology, in accordance with agreed common rules, was done in the local centres.

2.3 Study Factors

At entry into the study, the following information was collected: the month and year of birth of
the woman and of her partner; the number of previous pregnancies, if any; the date of her last
delivery (or miscarriage) and of the end of breastfeeding, if relevant; the date of last oral
contraceptive pill taken, if any. Subsequently, after the collection of data had begun, it was
decided to add the date of marriage for married couples and the sex of any baby conceived and
born during the period of the study. This latter information is available for a large proportion of
subjects.

In each menstrual cycle the woman was asked to record on a chart the days of her period
and of any disturbance such as illness, broken sleep. She was asked to also record her basal body
temperature on the chart for as many days as necessary to determine a clear post-ovulatory rise.
She was further asked to observe and chart her cervical mucus symptoms daily during the cycle,
and to record every episode of coitus, with specification of whether it was unprotected or
protected (barrier methods, withdrawal, …). Cycles in which even a single act of protected
intercourse or of simple genital contact occurred were excluded from the analysis. The reliability
of the information recorded of acts of intercourse was checked by the teacher in discussion with
subjects at the end of each cycle. The importance of continuing to keep the record chart when
subjects were trying to conceive a pregnancy was emphasised.

Charts were regularly collected by the teacher concerned. Following review at the local
centre and scoring of the cervical mucus symptoms according to the common rules agreed for the
study (Table 1), the charts were sent to the co-ordinating investigators in Padua for processing
and entry into the data base [Note 2].
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2.4 Definitions

A menstrual cycle was characteristically defined as the interval in days from the beginning of
one period of vaginal bleeding until the commencement of the next, where day 1 was the first
day of fresh red bleeding, excluding any preceding days with spotting.

The “three over six rule” was used to determine the BBT shift, defined as follows: the first
time in the cycle that three temperatures were recorded all of which were above the level of the
immediately preceding six daily temperature recordings. Such a rule has been shown to perform
well in predicting the start of the infertile period following ovulation [Marshall 1968].
Exceptions to the rule were permitted: a) if there was one “spike” temperature among the six at
the lower level (a spike temperature was defined as a temperature which was 0.2 centigrades or
more above both its immediate neighbouring temperatures); b) or, in a cycle in which the impact
of illness or other disturbances could be discounted, if there were at least six lower temperatures
recorded before the upward shift. In analyses in which the BBT rise was used as a conventional
indicator for timing ovulation, the last day of lower temperatures was designated as day 0, the
“BBT reference day”, to which all preceding and following days were scaled according to their
distance by integer numbers.

The cervical mucus peak day was defined as the last day with best quality mucus, in a
specific cycle of the woman, by sensation or appearance, known retrospectively. This peak day
was taken as “Mucus reference day” and identified as day 0.

A conception was assumed in the presence of a pregnancy going on at 60 days from the
onset of the last menses or when before that term a miscarriage was clinically detected.

2.5 Statistical Analysis

All the following statistical analyses, performed in the Department of Statistical Sciences, at the
University of Padua, were limited to cycles in which ovulation occurred, or at least appeared to
occur, and BBT reference day and/or mucus reference day was identified.

We first chose the window of potential fertility to be the series of days relative to the
identified day of ovulation such that a cycle without intercourse during these days never resulted
in a pregnancy. Daily estimates of probability of conception (a simple division: day by day,
number of pregnancies/number of acts of intercourse) were then calculated using cycles with
only one intercourse during the putative window. Since the act responsible for conception was
unknown in cycles with more than one act of intercourse in the fertile interval, a more
sophisticated procedure was needed to estimate globally the daily fecundability in the general
case with one or more than one act of intercourse in the window. For this purpose the Schwartz
model [Schwartz, MacDonald, and Heuchel 1980] (see [2.5.1]), which is an extension of the one
suggested by Barrett and Marshall [Barrett and Marshall 1969], was used. For each cycle, the
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probability of no conception is the probability the cycle is not viable plus the probability the
cycle is viable and none of the intercourse acts result in successful fertilisation and survival to
detection.

Inference was based on the likelihood: (i) parameter estimates were obtained by maximum
likelihood, (ii) confidence intervals were then computed for each parameter of interest using the
profile log-likelihood [Clayton and Hills 1993] and (iii) likelihood ratio tests were used to assess
the significance of selected covariates.

Descriptive analysis was performed using SAS (see http://www.sas.com). R (http://www.r-
project.org) was used to fit the Schwartz et al. model to the data. Functions and scripts are
available upon request from the authors.

2.5.1 The Schwartz Model [Schwartz, MacDonald, and Heuchel 1980]

For each cycle, the observed outcome (conception/non conception) can be modelled as a
Bernoulli random variable with parameter (the probability of success, i.e., the fecundability) that
depends on the number and timing of the intercourse events.

Schwartz et al. [Schwartz, MacDonald, and Heuchel 1980] write fecundability as the
product of three probabilities:

fecundability = P P P Pf v= ⋅ ⋅0

where ( )P pr0 = that a fertilizable ovule is produced 

( )ovule lefertilizab | fertilized is ovule that theprPf =

( )ovule fertilized | six weeksleast at for  alive stays  conceptus that theprPv =

To link fP to the locations of the acts of intercourse, Schwartz et al. assume, following Barrett

and Marshall [Barrett and Marshall 1969], that (i) different intercourse events have independent
effects on the outcome and (ii) the probability of conception following intercourse only on day i

(defined relative to the reference day [2.4]), f,iP  say, is constant between couples and cycles.

Then, fecundability can be written as

( ) 





−−⋅=⋅= ∏
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where k, called the cycle viability, denotes the product vPP0 ⋅ , while
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3. Results

3.1 Overview of the Sample

The characteristics of the 881 subjects enrolled in the various centres and of the 7017 considered
cycles, with their outcomes, are summarised in Tables 2, 3, and 4. The number of subjects and
contributed cycles varied markedly between centres and consequently, in order to obtain
meaningful fecundability patterns from the analysis, some aggregation of data was made. In most
analyses the data from Auckland were kept separate from those of the European centres owing to
their specific features mentioned in [2.1] having an impact on the level of fecundability.

The average age of women in the study population was close to 29 years and was relatively
similar at each centre (Table 2). The proportions of women of proven fertility and of those with
past use of hormonal contraception are, however, very different among the centres. For the
European centres overall, the percentage of women with at least one previous pregnancy was
only 44.6% (range for centres: 30.8 - 73.1) while only 30.1% (range for centres: 11.4 - 56.2) had
ever used hormonal contraception in the past (Table 2).

For these same centres, Table 3 underlines the high frequency of cases (96.4%) in which,
when enough information was available, the described procedure allowed the BBT shift to be
determined. However, when at least some information on temperature was recorded, in further
6.1% of the cycles the reference day could not be identified due to missing information on
critical days, and in 1.6% due to disturbing illness. The proportion of cycles with determination –
in similar conditions- of the mucus reference day is a little lower (94.1), owing to the particularly
low percentage of the Paris subgroup. At that centre, in local usage, mucus symptoms are taken
into consideration mainly for identification of the beginning of the “fertile” phase. The 575
detected pregnancies listed according to centres in Table 3 include both those continuing at 60
days from the onset of the last menses and the 49 clinically recognised miscarriages of the same
period (also listed).

The figures of Table 4 -5591 cycles with BBT reference day (Table 4a) and 5928 with
mucus reference day (Table 4b)- are linked with a conventional determination of the post-
ovulatory phases starting after the respective reference days. They give an impression of a
remarkable homogeneity between centres. The length of the phase after the peak mucus day in
the various centres parallels similar results obtained in the WHO [World Health Organization
1983] study on the ovulation method. As expected, the length of the preovulatory phase shows a
relative variability higher than that of the postovulatory one: e.g., for the European aggregate the
coefficient of variation (4.74/16.7) is 25.7% in the first vs. 16.2% in the second.

It has to be noted that the two samples - with information on BBT and/or mucus - coincide
in a sizeable proportion of cycles (5390 in the combined European group, 232 in Auckland: in
the two sets of data both surrogate markers of ovulation were determined in about 80% of the
cycles). On average, the peak mucus symptom occurred 0.31 days (S.d. 1.82) before the last low
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temperature day in the European group (0.30 with S.d. 1.83 when the Auckland data were
included).

The database can also be used in various forms to study the behaviour of the subjects.
Table 5, showing the decline in the frequency of intercourse with the increasing age of each of
the partners, provides an example. Three points have to be considered: the number of men above
40 is rather small; in conception cycles only acts of intercourse up to the 29th day of the cycle
were counted; for obvious reasons, the data are for European centres only. The trend with age,
evaluated through the arithmetic average (preferred to the median for sake of better evidence),
and the higher coefficient of variation in non-conception cycles (61.3% vs. 49.7%), both support
the reliability of the data collected. The small variations between the male and the female
findings reflect differences in the number of subjects in the various classes and on the whole. For
female partners, over all age groups, the median number of recorded acts of intercourse (10th,
90th percentiles) is equal to 6 days (3,11) in the conception cycles and to 4 (1,8) in the non-
conception cycles.

Table 6 lists the distribution of 5390 cycles according to the interval in days between the
two markers of ovulation (BBT reference day minus mucus reference day). We know already -
from [3.1] - the value of the average distance between those days. There is some translation
between the two reference terms, which -though small - can influence the comparative
distributions of cycles, and of intercourse episodes and pregnancies allocated to the various days
of the respective fecundability window. In the majority (62.4%) of the cycles the two markers

are within ± one day and the difference is greater than ± two days in 17% of the cycles. This
suggests that estimates of day-specific pregnancy probabilities should not depend greatly on
which marker is used for ovulation. However, we cannot rule out possible overestimation of the
fertile interval relative to BBT or mucus reference day compared with the width of the fertile
interval relative to the true day of ovulation. Although efforts were made to rule out errors in
documentation of BBT or cervical mucus, measurement errors can result due to unavoidable
biological variability. In future work, such measurement errors could be assessed and corrected
using recently developed statistical methodology [Dunson and Weinberg 2000, Dunson et al in
press].

3.2 Fertility Windows: Direct Estimates of Fecundability

In order to find windows of fertility - around the BBT or the mucus reference day - to be used for
estimates of daily fecundability, an exploratory analysis was made, changing width and location
of chosen windows. For each reference marker, it was found that, when no intercourse episodes
were ascertained in a 12-day window, no pregnancy was recorded. Eight among the 12 days
preceded the day 0 and three came afterwards.
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Then, direct estimates of daily fecundability were computed inside these windows. In this
initial determination, only cycles with a single act of intercourse in a window were selected. The
ratio of instances in which the acts of one day resulted in conception to the total number of acts
of intercourse of the same day gave, for that day, an estimate of the probability of conception.
The results are presented in Table 7 for the combined European centres (top section) and with
inclusion of Auckland for all centres (bottom section). The differences in the number of cycles
between the bottom and the top grouping give the contribution from Auckland. The two sets of
probabilities are very different, particularly when the impact of the Auckland data, in terms of
number of conception cycles, is relevant: direct estimates obtained for this site are on the average
about double those of the European ones. It is worth mentioning that no one of the almost 350
intercourse episodes of the third day of the high BBT gave rise to a conception. And also that
Auckland conforms to the other centres concerning the width of the window, which might be
shorter, even when due account is taken of the smaller sample size.

A similar exercise was performed, with data only from European centres, with the aim of
obtaining more precise fecundability estimates by increasing the number of contributing cycles
through use of a smaller window, in which the probability of having single intercourse episodes
is increased. Cycles, however, were eliminated from consideration in which, while only a single
act of intercourse occurred in the shorter window, conception might have been due (though
certainly with a small probability) not to that coital act but to intercourse episodes falling outside
the window. From this point of view, were considered relevant, for cycles having intercourse on
day -6, the three days -9, -8, -7, reduced to two (-8, -7) for cycles with intercourse on day -5, and
to one (-7) in cycles with intercourse on day -4. Similarly, were excluded from the analysis
cycles with intercourse on day +2. The elaboration was extended to evaluate a parallel window
around the mucus reference day. The results for both analyses are shown in Table 8. In absolute
terms, the main differences between the two sets of probability are observed on days -3 and 0.
Considering - besides random errors and the small shift in BBT versus mucus - that the two
aggregates of cycles are different, the estimates of fecundability, daily and total, appear in good
agreement. Worthy of attention is the finding that the peak mucus day is not the one with
maximum fecundability. In each aggregate, the four days preceding the reference day are the
most relevant for cycle fecundability.

3.3 Estimates through a Model

In the presence of multiple acts of intercourse during the fertile interval of a cycle, the
probability of conception due to a single act on any day cannot be estimated directly. One has to
make use of a model whose computed coefficients may lead to an evaluation of daily
fecundability. For this purpose, in the following, estimates of day by day conception
probabilities are obtained through the application of the Schwartz model [Schwartz, MacDonald,
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and Heuchel 1980], summarised in [2.5.1]. This model has been repeatedly used in the literature,
and by that it allows comparisons with other experiences.

The model estimates of daily fecundability for the European subjects are presented in
Table 9, with confidence intervals obtained through the profile maximum likelihood [Clayton
and Hills 1993], at the 90% level. The chosen windows are those already seen. The two sets of
data have a different composition, but once again they underline in both cases the significance of
higher rates in the four days preceding the respective reference day.

In Figure 1, the daily estimates relative to each of the two markers of ovulation are
presented. These estimates are based on the 5390 cycles from the European centres for which
both reference days are available. There is a total of only 386 pregnancies, since for 48 there is
information only on the peak mucus day, for 49 only on BBT shift, and nothing in 4 instances.
The given confidence intervals are at the 90% level. Several points may be mentioned: a) in the
two sets of estimates, though the total number of cycles is the same, the number of those with at
least one intercourse episode in the window differs: 2917 for BBT and 2843 for mucus,
respectively. This difference will have an effect, though small, on the respective areas under the
curve; b) one has to remember the mentioned average distance between the two reference days
and its possible effects (see para 7 of [3.1]); c) the estimates based on the mucus symptom
conform less well to a bell shaped pattern as observed with the BBT window; d) the dip at day -3
found through the mucus symptom repeats what seen in the data set of Table 9 and also in the
direct estimates of Table 8: a point deserving further elaboration.

It appears that the BBT reference day may be a slightly better (i.e. less error prone) marker
of ovulation day, since the estimates, compared with those around the mucus reference day, are
higher on the days of peak fertility (i.e. days -3 to -1) and lower on the days towards the edge of
the window.

In Table 10 the results for the 12 days BBT window are compared with fecundability
estimates reported from five other similar studies. A few notes will clarify the limits of these
comparisons. The discrepancies between the different sets of probabilities can be attributed -
apart from random errors- to different characteristics of the subjects, to distinct procedures
followed in determining the ovulation reference day and to the inclusion or exclusion of early
miscarriage in the counted pregnancies. The probabilities reported by Schwartz et al. [Schwartz
et al 1979] are direct estimates from single donor artificial inseminations per cycle by donors.
The data by Weinberg et al. [Weinberg et al 1998] and by Wilcox et al. [Wilcox, Weinberg, and
Baird 1998] come from recruitment from the general population of subjects wanting to achieve a
pregnancy. In the other two studies, the information was collected in centres providing services
on fertility awareness and natural fertility regulation. Weinberg et al [Weinberg et al 1998] were
able to include through assay of hCG very early pregnancies losses, otherwise undetected by
clinical diagnoses. In the same set of pregnancies, Wilcox et al. [Wilcox, Weinberg, and Baird
1998] considered only those clinically diagnosed, that is events more similar to those considered
in the present aggregate of European centres. In the other studies there were no important
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differences in the recording of pregnancies. In conception cycles with multiple acts of
intercourse in the "fertile" window, Bremme [Bremme 1991] chose to assign pregnancy to the
intercourse which occurred closest in time prior to or coinciding with the presumed day of
“ovulation”: a procedure leading to a bias which increased fecundability rates as the “ovulation”
day was approached.  For the probabilities computed in Weinberg et al [Weinberg et al 1998]
and in Wilcox et al. [Wilcox, Weinberg, and Baird 1998] ovulation day (i.e. day 0) was
identified using the decline in the ratio of oestrogen to progesterone metabolites in the urine that
accompanies luteinization of the ovarian follicle [Baird et al 1991]. This steroid based marker
should be less error-prone than markers on BBT or mucus, but should not deviate systematically
from the last day of low temperature used in the other studies, as in the present data base. Apart
from Bremme and Schwartz et al [Schwartz et al 1979], the other four sets of estimates were
based on the Schwartz model [2.5.1].

Figure 2 shows a graphical comparison of the pattern of conception probabilities in the
BBT window for four subgroups (centres or combinations of centres) and for the whole
European experience. The results for the Auckland subjects clearly differ from those of the other
instances. The other three subgroups consisted of the Verona centre, Milan aggregated with
Lugano because of similarity of NFP teaching content and method, and the four remaining
European centres combined because of their small sample sizes. The homogeneity of the
fecundability data between the three European subsets is striking. The maximum likelihood ratio
test of significance of the differences between the three European subsets gives p>0.10. The
merging of their records in a unique European group appears reasonable: this will form the basis
of all subsequent analyses on the level of fecundability

Figures 3, 4 and 5 focus on the link between three covariates pertaining to the female
subjects and fecundability in the window around the BBT reference day. The covariates
evaluated are: the reproductive history of the woman, by comparing subjects with and without a
previous pregnancy (Figure 3); the woman's age, by dividing the subjects into three age groups,
18-24 yrs (103 subjects), 25-34 yrs (596), and 35-39yrs (83; Figure 4); and past use or non use of
oral contraception (Figure 5). The difference in the level of fecundability of the women of
proven fertility versus the unproven group is very significant (p = 0.014). In the group with
unproven fertility, though the subjects obviously believed they were fertile, their number would
include some with undiagnosed infertility or sub-fertility as in the general population.
Furthermore, at least in one Italian centre, subjects may have been included in the study who
were seeking help in achieving a pregnancy after a prolonged experience of failure. No marked
differences in fecundability rates were observed in the three age groups (p>0.10), though the
sample sizes in the younger and older groups are relatively small. When the subjects were
divided into those below and those above the median age (29 years), again no significant
difference in fecundability was found between the two groups (p>0.10, data not shown).
Similarly, no significant differences (p>0.10) are seen in the daily fecundability when
comparisons are made between past use or no previous use of oral contraception. It should be
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noted, however, that the number of women having used this method of contraception in the three
cycles preceding their entry into the study is extremely low (3.0%).

Two further results pertaining to the cycles are presented in Figures 6 and 7. Figure 6 is
based on the data of Table 6. The whole set of cycles is divided into three groups according to
the time difference between the BBT reference day and the peak mucus day: group 1, negative
difference (1569 cycles, 29.1% of the total); group 2, difference equal to 0 and 1 days (2553,
47.4%); group 3, greater than 1 day (1268, 23.5%). For each of the three derived sub-sets the
Figure shows the pattern of estimated daily conception probabilities. Attention is drawn to the
sub-set in which the two reference points (almost) coincide, and therefore should support each
other as giving a rather good approximate indication on the time of ovulation. The pattern of
conception probabilities appears very concentrated, falling after a continuous rise extending over
five days, with a maximum at day –2, approaching zero at both extremes (see also Wilcox et al.
[Wilcox, Weinberg, and Baird 1998]). The pattern is somewhat similar in group 3, though more
elevated at beginning of the ascending part and then falling abruptly on day zero, remaining then
at this level. When the peak mucus day occurs after the BBT reference day (group 1) the
probability pattern is very irregular with two maxima (on day -3 and day 0). The difference
between the three sets of probabilities is very significant (p=0.020).

Figure 7 illustrates the pattern of daily fecundability for two different subsets of cycles,
one with the window around the BBT shift (3175 cycles with at least one intercourse in the
window, 434 pregnancies) and the other with the window around the mucus reference day (3265
cycles, 435 pregnancies). The two subsets are each further divided according to the length of the
conventional follicular phase of the cycles, <16 days and > = 16 days The very different shape of
the two derived patterns of fecundability is highly significant (p=0.003 for BBT, p<0.001 for
mucus). The differences in probability levels on, say, day –4 depending on the said length is very
strong. Evidently the distance -4 does not have the same meaning for all cycles: as does the
distance at day zero, though with inverse relationship in the probabilities of the two subsets. The
evidence is the same for both BBT and mucus which tends to exclude systematic errors in the
identification of the reference days as an explanation. There is a biological foundation for such a
result or does this serve as a hint to consider more stable the positioning of ovulation in the cycle
and more variable that of the conventional surrogate indicators?
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4. Discussion

The startling variety of suggestions concerning the width of the “fertile window” found in the
literature depends in part from conceptual approaches adopted. To try and measure the window
summing lifetime of sperm and ovum -less the time needed for capacitation of spermatozoa -is a
deductive theoretical solution. But when, instead of a single cycle, a mixture of cycles of a group
of women is considered, due account has to be taken of the biological variability of both patterns
and its interaction. When trying to make evaluations starting from aggregates of distinct
empirical experiences, one should be sure that the single cases record real facts uniformly and
homogeneously, without the impact of confounding factors. According to Potter and Millmann
[Potter and Millman 1985], the lines of research followed to clarify the point can be grouped into
two categories. In the first one, assumptions are made on mean fecundability and average coital
pattern: a chosen model allows us to estimate the length of the fertile period assuring
compatibility between the two. In the second, starting from estimated daily probabilities, given a
certain coital pattern, the fecundability in a cycle is derived.

The procedure followed in this exercise falls into this second class. That is, it starts from
and deals with aggregations of distinct ascertained facts. One aspect of the documentation that
has been collected needs to be stressed here: that is, its reliability about type and timing of what
is essential for the study of fecundability, the acts of intercourse. This has been assured by the
long experience of the co-operating centres, an agreed rigorous protocol, the follow up of the
ongoing work through periodical meetings of the Principal Investigators, the scrupulous
screening of the forms arriving at the co-ordinating centre.

At the same time, the main weakness of the information has to be underlined: the reliance
on the surrogate indicators of the true day of ovulation, the BBT shift and the peak mucus day.
The distribution of deviations between these markers and the true ovulation day is poorly known
(see, e.g. [Hilgers, Abraham, and Cavanagh 1978, Hilgers and Bailey 1980, France 1982, Guida
et al 1999]). Several recent studies have obtained estimates of error in BBT reference day. There
have been small validation studies and Dunson et al. [Dunson et al 1999] present estimates.

These studies suggest that most cycles have errors of less than ± one day. A major challenge is to
try to obtain correct measures of daily fecundability, possibly using the methods of Dunson and
Weinberg [Dunson and Weinberg 2000] and Dunson et al. [Dunson et al in press]. Furthermore,
while ovulation is practically instantaneous, we have only information on the level of days.

The Schwartz et al. [Schwartz, MacDonald, and Heuchel 1980] model (see [2.5.1]) chosen
has its merits: it rests on appealing biological hypotheses, and in general fits well the data. But it
has weaknesses: it is based on rather simplistic assumptions; with high frequency of intercourse
it tends to underestimate observed fecundability; the parameter k, supposed to measure the so-
called cycle viability, is not independent from the pattern of intercourse episodes. But it is not
the place, here, to enter into a thorough discussion of comparative evaluation of advantages and
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disadvantages of different proposed or conceivable models, or of other approaches to the desired
estimation.

These words of caution do not detract significance for applications from the main results of
the study in the area of fertility regulation. Couples attempting pregnancy should maximise their
intercourse frequency during the four days preceding the first upward shift of the basal body
temperature or the peak mucus day. In both distinct sets of cycles the maximum level of
conception probabilities is achieved in the second day before the reference point: 0.255 in the
window around BBT reference day and 0.203 in the other case. Couples wanting to avoid
pregnancy are informed that the unsafe period might be extended up to 11-12 days. The
computed confidence intervals may help to qualify the situation obtaining at the two extremes of
the window, where the probabilities of conception are very low. In both sets, eight days before
the reference point the estimated probability is 0.003, which means, approximately, a pregnancy
every 26 years: but the computed upper confidence limits reach 0.011. Obviously, these
conclusions are drawn from a posteriori observation, but concerning the determination of the
beginning of the pre-menstrual infertile phase they provide sufficient information. For other
purposes, needing day to day decisions, apart from some observations currently possible - as a
first evidence of the mucus symptom -, it would be advantageous to be able to make reliable
forecasts. For this sake, an improvement of usual calendar methods through a sequential
procedure using updated accumulated observations made on preceding cycles might prove
useful.

The results obtained are of interest also from a demographic point of view. Contraception
has an obvious impact as a confounding factor on the link between so-called natural and actual
fertility of a population. The said results make clear how behaviour together with physiology has
an influence on natural fertility. What matters is not only frequency of coitions, but also their
allocation to the different days of the fertile interval. The maximum daily fecundability estimated
in the BBT window is .255 (Table 9) which corresponds to an average number of 3.92 cycles
needed for obtaining a pregnancy, while after one year (roughly 13 cycles) 2.2% subjects remain
without success. Couples with at least three acts of intercourse in the same window –roughly
representing those attempting a pregnancy- reach a proportion of .227 conception cycles on the
whole. This corresponds to 4.41 cycles for a pregnancy and 3.5% of failures in a year.

After the elaboration for the whole data set, some covariates are taken into consideration,
one by one: centres, reproductive history and age of the women, and previous use of oral
contraception. Homogeneity was observed among three sets of European populations both in
pattern and level of conception probabilities and in the extension of the fertile window. Auckland
shows the same pattern but a significantly higher level of probabilities. Similar results are
reached in the other elaboration on the European set, with a clear difference in the level of daily
fecundability only according to previous reproductive experience. Attention should be drawn,
however, on the upper age limit of 40 years for the women, the lack of standardisation with
respect to the reproductive history of the woman and the decline of k with increasing age. The
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interrelations between covariates -for instance between age and reproductive history of the
women- show that for the distinct evaluation of the impact of various factors, a multivariate
analysis approach is needed. A consideration of heterogeneity between units due to unobservable
phenomena has to be added to this. The study design is rather complex, hierarchical and
multilevel. Considering the women subjects, there are days in a cycle, cycles in a woman,
women in a centre, various centres. At each level there is involvement of specific covariates and
there is unobservable heterogeneity between the units. Furthermore, there is a confounding
factor, the age of the partner.

If one wants - particularly in view of more efficient applications in the field of fertility
regulation - to try to make clusterization of subjects, the results by cycle shown in Figures 6 and
7 suggest that longitudinal analyses of consecutive cycles within women are needed to
characterise them. Also, longitudinal analysis of cycles might prove useful in clarifying the
impact of physiology and behaviour on the outcomes: a rather intriguing area of study since at
every step the event -number and allocation of acts of intercourse- may change.

These examples show that the database presented in this paper offers possibilities of
investigation along several lines of research.
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Notes

1. The Study Group Investigators were: Michele Barbato, M.D., Centro Ambrosiano Metodi
Naturali, Milan, Italy, Priscilla Coppieters, M.D., Fédération Francophone pour le Planning
Familial Naturel, Couple-Amour-Fécondité, Brussels, Belgium, John France, PhD., DSc.,
Research Center in Reproductive Medicine, Department of Obstetrics and Gynaecology,
University of Auckland School of Medicine, Auckland, New Zealand, Sandro Girotto, M.D.,
Istituto per l’Educazione alla Sessualità e alla Fertilità (INER – Verona), Verona, Italy,
Christian Gnoth, M.D., Natürliche Familien Planung, Frauenklinik, University of Düsseldorf,
Germany, Jane Knight, R.N., Fertility UK, London, United Kingdom, Lucia Rovelli, Centro
Metodi Naturali di Lugano, Lugano, Switzerland, Cathérine Renard Denis, Centre de Liaison
des Equipes de Recherche, Paris, France, and General Coordinators: Bernardo Colombo,
Emer. Prof., and Guido Masarotto, Prof., Dipartimento di Scienze Statistiche, Università
degli Studi, Padua, Italy.

2. An example of a menstrual cycle record chart received in the coordinating centre of Padua.
The cross on the date indicates the peak mucus day.
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Table 1:
Classification and codification of mucus symptoms.*

Code of
mucus type

Feeling
Appearance
of mucus

0 No information No information

1 Dry, rough and
itchy feeling or
nothing felt

Nothing seen, no mucus

2 Damp feeling Nothing seen, no mucus

3 Damp feeling Mucus is thick, creamy,
whitish, yellowish, not
stretchy/elastic, sticky

4 Wet, slippery,
smooth feeling

Mucus is transparent,
like raw egg white,
stretchy/elastic, liquid,
watery, reddish (with
some blood)

* If there are different mucus observations on one day, the most fertile characteristic of the mucus
observed determines the classification.
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Table 2:
Characteristics of women and men participating in the exercise.

Centres Age of women Age of menNo.
of women Mean (Sd) Mean (Sd)

No. of women with at
least one past pregnancy

(% of women)

No. of women with past
use of hormonal contra-

ception (% of women)

Verona 214 28.6 (3.54) 30.7 (4.16) 66 (30.8) 63 (29.4)

Milan 272 28.7 (3.56) 31.3 (4.73) 109 (40.1) 31 (11.4)

Lugano 13 29.3 (4.50) 32.1 (3.99) 5 (38.5) 4 (30.8)

Paris 104 29.3 (4.52) 31.4 (5.42) 76 (73.1) 38 (36.5)

Düsseldorf 105 28.2 (4.48) 30.4 (4.86) 44 (41.9) 59 (56.2)

London 45 31.6 (4.68) 34.0 (4.60) 29 (64.4) 24 (53.3)

Brussels 29 29.7 (4.52) 31.6 (3.78) 20 (69.0) 16 (55.2)

Total European 782 28.9 (4.00) 31.2 (4.70) 349 (44.6) 235 (30.1)

Auckland 99 29.9 (3.13) 32.3 (3.87) 96 (97.0) 34 (34.3)
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Table 3:
Characteristics of cycles and their outcomes

No. of cycles with identification ofCentres No. of
cycles

BBT reference
day

(% of cycles*)

Mucus
reference day
(% of cycles†)

No. of cycles with
at least one

coition in the
window‡

No. of detected
pregnancies
(% of cycles)

No. of miscarriages
(% of pregnancies)

Verona 1279 1133 (97.9) 1246 (98.3) 827 171 (13.4) 11 (6.4)

Milan 3288 2840 (95.4) 3051 (95.8) 1351 151 (4.6) 20 (13.2)

Lugano 57 56 (98.2) 57 (100)  48 13 (22.8) 0 (0)

Paris 787 680 (95.8) 576 (74.0) 340 63 (8.0) 5 (7.9)

Düsseldorf 654 615 (97.8) 650 (99.4) 257 41 (6.3) 3 (7.3)

London 320 250 (95.8) 272 (96.1) 181 30 (9.4) 5 (16.7)

Brussels 339 286 (99.0) 314 (95.2) 171 18 (5.3) 3 (16.7)

Total European 6724 5860 (96.4) 6166 (94.1) 3175 487 (7.2) 47 (9.7)

Auckland 293 238 (94.8) 285 (97.3) 215 88 (30.0) 2 (2.3)

* The percentage is the proportion of cycles with the identified rise in the BBT over the cycles with enough information on the BBT
† The percentage is the proportion of cycles with the identified peak of the mucus over the cycles with enough information on the

mucus
‡ Window around the last day of hypothermia
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Table 4:
Characteristics of non conception cycles with identification of reference days.

a) With BBT reference day*

Centres No. of cycles Total length of cycles Duration of phases
Preovulatory Postovulatory

Mean (S.d.) Mean (S.d.) Mean (S.d.)

Verona 982 29.0 (5.04) 16.4 (5.01) 12.6 (2.09)

Milan 2711 29.1 (3.89) 16.7 (3.93) 12.4 (2.09)

Lugano 44 27.2 (2.24) 14.7 (2.73) 12.5 (2.19)

Paris 620 29.3 (4.92) 17.1 (4.91) 12.2 (1.08)

Düsseldorf 574 28.3 (3.73) 16.3 (3.68) 12.0 (1.89)

London 224 29.8 (4.68) 17.2 (4.56) 12.5 (2.46)

Brussels 271 28.7 (3.63) 16.3 (3.74) 12.4 (1.94)

Total European 5426 29.0 (4.26) 16.6 (4.26) 12.4 (2.07)

Auckland 165 29.5 (4.37) 16.7 (4.64) 12.8 (2.36)

b) With mucus reference day*

Centres No. of cycles Total length of cycles Duration of phases
Preovulatory Postovulatory

Mean (S.d.) Mean (S.d.) Mean (S.d.)

Verona 1084 29.1 5.04 15.6 4.91 13.4 2.22

Milan 2913 29.1 3.95 16.6 3.93 12.5 2.07

Lugano 44 27.2 2.24 14.2 2.48 13.0 2.19

Paris 534 29.2 5.01 16.9 5.12 12.3 2.04

Düsseldorf 610 28.3 3.69 15.9 3.52 12.4 2.01

London 245 29.3 4.29 17.4 4.04 11.9 2.54

Brussels 301 28.6 3.56 15.2 3.68 13.4 2.07

Total European 5731 29.0 4.25 16.3 4.23 12.7 2.16

Auckland 197 29.0 4.16 16.2 4.21 12.8 2.43

* Conventionally: Preovulatory phase = until the last day of hypothermia or, respectively, the peak mucus day, included;
Postovulatory phase = the remaining part of the cycle.
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Table 5:
Average number of acts of intercourse per cycle (European centres)

Intercourse of women in Intercourse of men* in

Conception cycles† Non conception cycles Conception cycles† Non conception cycles

Age classes
(years)

Mean (S.d.) Mean (S.d..) Mean (S.d.) Mean (S.d.)

18-24 7.1 (3.19) 5.2 (3.10) 7.4 (3.86) 5.7 (3.47)
25-29 6.5 (3.08) 4.9 (2.82) 6.6 (3.17) 5.1 (3.08)
30-34 5.5 (3.03) 4.2 (2.73) 6.0 (3.00) 4.3 (2.54)
35-39 5.1 (2.30) 3.7. (1.96) 5.3 (2.65) 4.0 (2.52)

≥40 5.6 (2.62) 4.2 (2.19)

Total 6.2 (3.08) 4.5 (2.76)

* There are 34 cycles in which the man’s age is missing
† In conception cycles, only the first 29 days since the onset of the menses are taken into consideration.
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Table 6:
Distribution of cycles according to the distance between the reference days in 5390 cases in which both days have
been identified (European centres).*

Distance in days Number of Cycles Percent Number of pregnancies
-9 1 0.0 0
-8 1 0.0 0
-7 1 0.0 0
-6 10 0.2 0
-5 16 0.3 1
-4 108 2.0 5
-3 203 3.8 15
-2 420 7.8 26
-1 809 15.0 56
0 1434 26.6 97
1 1119 20.8 80
2 692 12.8 58
3 356 6.6 29
4 170 3.2 13
5 33 0.6 4
6 14 0.3 2
7 1 0.0 0
8 1 0.0 0
9 0 0.0 0

10 1 0.0 0

Total 5390 100 386

* The distance is the difference: day of last low BBT minus mucus reference day.
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Table 7:
Direct estimation of fecundability in the window [-8,3] around the BBT reference day for the European centres and
all the centres.

Distribution of single acts of intercourse in the window

Cycles -8 -7 -6 -5 -4 -3 -2 -1 0 1 2 3 Total

Conc. cycles 1 1 4 2 9 8 4 5 2 0 4 0 40

All cycles 265 151 92 55 40 29 26 25 29 35 85 343 1175

E
ur

op
ea

n 
ce

nt
re

s

Ratio 0.004 0.007 0.043 0.036 0.225 0.276 0.154 0.200 0.069 0 0.047 0 0.034

Conc. cycles 1 1 6 5 13 10 12 13 9 2 5 0 77

All cycles 269 154 97 67 47 35 37 40 46 54 94 348 1288

A
ll 

ce
nt

re
s

Ratio 0.004 0.006 0.062 0.075 0.277 0.286 0.324 0.325 0.196 0.037 0.053 0 0.060
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Table 8:
Direct “adjusted” estimation of fecundability in the window [-6,1] around the reference day
 (European centres).

Distribution of single acts of intercourse in the window

Reference
-6 -5 -4 -3 -2 -1 0 1 Total

Conc. cycles 3 2 11 12 10 10 4 2 54

BBT All cycles 90 59 50 45 41 54 59 60 458

Ratio 0.033 0.034 0.220 0.267 0.244 0.185 0.068 0.033 0.118

Conc. cycles 4 4 11 8 10 13 6 6 62

Mucus All cycles 86 71 59 43 42 50 52 80 483

Ratio 0.047 0.056 0.186 0.186 0.238 0.260 0.115 0.075 0.128
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Table 9:
Daily estimates in cycles with one or more acts of intercourse in the windows
 (European centres; Schwartz et al. model [see 2.5.1])

BBT reference day Mucus reference day
Lower-Upper 90%

Confidence Interval
Lower-Upper 90%

Confidence Interval
Intercourse day vs
reference day

Probability of
conception

L U

Probability of
conception

L U

-8 0.003 0.000 - 0.011 0.003 0.000 - 0.011
-7 0.014 0.003 - 0.035 0.000 0.000 - 0.004
-6 0.027 0.013 - 0.049 0.045 0.026 - 0.071
-5 0.068 0.037 - 0.108 0.078 0.046 - 0.118
-4 0.176 0.124 - 0.236 0.181 0.131 - 0.238
-3 0.237 0.179 - 0.277 0.114 0.068 - 0.173
-2 0.255 0.193 - 0.277 0.203 0.145 - 0.270
-1 0.212 0.157 - 0.272 0.177 0.126 - 0.237
0 0.103 0.059 - 0.155 0.135 0.089 - 0.192
1 0.008 0.000 - 0.046 0.067 0.035 - 0.109
2 0.035 0.016 - 0.060 0.020 0.005 - 0.049
3 0.000 0.000 - 0.003 0.005 0.000 - 0.015

No. of cycles 3175 3265
No. of pregnancies 434 435

k 0.277 0.301
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Table 10:
Comparison of estimates of daily probability of conception

Intercourse day
vs. reference day

Schwartz et al
[1979]

 Schwartz,
MacDonald, and
Heuchel [1980]

Bremme,
[Bremme 1991]

Weinberg et al
[1998]

Wilcox,
Weinberg, and

Baird [1998]

European
centres

-8 0.003
-7  <0.005 0.014
-6 0.018 0.027
-5 0.04 0.076 0.100 0.04 0.068
-4 0.08 0.14 0.100 0.155 0.13 0.176
-3 0.20 0.20 0.152 0.139 0.08 0.237
-2 0.13 0.20 0.235 0.274 0.29 0.255
-1 0.21 0.34 0.270 0.312 0.27 0.212
0 0.15 0.14 0.331 0.331 0.08 0.103
1 0.11 0.07 0.065 0.008
2 0.09 0.035

No. of conception
cycles

631* 103† 109 192‡ 144§ 434§§

* After at least 21 days of hypothermia. The “zero” point is the last day of hypothermia, following [Vincent 1964].
† Pregnancies of at least six weeks duration in a given cycle.
‡ Of which 48 (25%) early losses within six weeks and 15 clinical spontaneous abortions after six weeks from the onset of the last

menses
§ The same set of data as in ‡, but excluding the 48 early losses (i.e. within 6 weeks of LMP). The probabilities used to generate

the figure in [Wilcox, Weinberg, and Baird 1998] were kindly provided by Dr. David Dunson.
§§ Ongoing at 60 days from the onset of the last menses, included clinically diagnosed abortions in this period (window around

BBT reference day).
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Demographic Research - Volume 3, Article 5

http://www.demographic-research.org/Volumes/Vol3/5/ 6 September 2000

Figure 1:
Daily fecundability in cycles with both BBT and mucus reference day (day 0), with 90% confidence intervals.
European centres.
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Demographic Research - Volume 3, Article 5

http://www.demographic-research.org/Volumes/Vol3/5/ 6 September 2000

Figure 2:
Daily fecundability around the BBT reference day. Various subgroups.
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Demographic Research - Volume 3, Article 5

http://www.demographic-research.org/Volumes/Vol3/5/ 6 September 2000

Figure 3:
Daily fecundability around the BBT reference day for women with or without previous pregnancies.
European centres.
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Demographic Research - Volume 3, Article 5

http://www.demographic-research.org/Volumes/Vol3/5/ 6 September 2000

Figure 4:
Daily fecundability around BBT reference day by age classes (18-24 years, 25-34, 35-39) of women.
European centres.
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Demographic Research - Volume 3, Article 5

http://www.demographic-research.org/Volumes/Vol3/5/ 6 September 2000

Figure 5:
Daily fecundability around BBT reference day according to the past use or no use of oral contraception.
European centres.
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Demographic Research - Volume 3, Article 5

http://www.demographic-research.org/Volumes/Vol3/5/ 6 September 2000

Figure 6:
Daily fecundability around BBT reference day according to the distance "BBT minus mucus reference day"
(distance equal to 0 or 1 days, higher than 1 day, negative). European centres.
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Demographic Research - Volume 3, Article 5

http://www.demographic-research.org/Volumes/Vol3/5/ 6 September 2000

Figure 7:
Daily fecundability around BBT or mucus reference days according to the length of the respective conventional

preovulatory phase (<16 days, ≥16 days). European centres.
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Circadian rhythm changes in core temperature over the
menstrual cycle: method for noninvasive monitoring

MARY D. COYNE,1 CHRISTINA M. KESICK,2 TAMMY J. DOHERTY,3

MARGARET A. KOLKA,2 AND LOU A. STEPHENSON2

1Department of Biological Sciences, Wellesley College, Wellesley 02481-8203; 2Thermal and
Mountain Medicine Division, and 3Biophysics and Biomedical Modeling Division, US Army
Research Institute of Environmental Medicine, Natick, Massachusetts 01760-5007
Received 25 February 2000; accepted in final form 18 May 2000

Am J Physiol Regulatory Integrative Comp Physiol
279: R1316–R1320, 2000.
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R1317CIRCADIAN CORE TEMPERATURE RHYTHMS DURING MENSTRUAL CYCLE
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R1318 CIRCADIAN CORE TEMPERATURE RHYTHMS DURING MENSTRUAL CYCLE
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R1320 CIRCADIAN CORE TEMPERATURE RHYTHMS DURING MENSTRUAL CYCLE
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Estimated maximum failure rates of cycle monitors using
daily conception probabilities in the menstrual cycle

G.Freundl1,5, E.Godehardt2, P.A.Kern1, P.Frank-Herrmann3, H.J.Koubenec4 and
Ch.Gnoth1

1Department of Reproductive Medicine and Gynaecological Endocrinology, Staedtische Kliniken Duesseldorf gGmbH, Frauenklinik

Benrath and Institute of Natural Family Planning, 2Biometric Research Group, Clinic for Thoracic and Cardiovascular Surgery and
3Department of Gynaecological Endocrinology, University of Heidelberg and 4Stiftung Warentest, Berlin, Germany

5To whom correspondence should be addressed at: Frauenklinik StaÈdt. Krankenhaus DuÈsseldorf Benrath, Urdenbacher Allee 83,

40593 DuÈsseldorf, Germany. E mail: freundlg@uni duesseldorf.de

BACKGROUND: A number of menstrual cycle monitors have been developed to detect the fertile window of the

menstrual cycle, mainly for contraceptive purposes. Reliable data on most of these systems are still missing but are

urgently needed because many women use them and the tested systems differ enormously in price and effectiveness.

We suggest a new ef®cacy estimating method to evaluate cycle monitors prior to full prospective clinical trials.

METHODS: Sixty-two women prospectively tested seven cycle monitors and the symptothermal method (STM) of

natural family planning (NFP) but not more than two different systems at the same time. The clinical fertile window

was determined by detecting the day of ovulation using daily urinary LH measurements and daily ultrasonic follicu-

lometry. This was compared to the fertile phase predicted by the systems. Maximum failure rates were estimated

for each cycle monitor and the STM, using the daily conception probability rates taken from the European

Fecundability Study. Intercourse was assumed to occur on each of all falsely predicted days of infertility.

RESULTS: Sixty-two women with a mean age of 31 years (range: 21±42 years) contributed a total of 122 cycles to

this study. Monitors based on the microscopic evaluation of saliva or mucus had many more false infertile days than

the other methods based on temperature or hormonal measurements (225 versus 42 days). The maximum unin-

tended pregnancy rates per cycle for temperature computers were estimated to be 0.0134±0.0336, for the hormonal

computer 0.1155 and for mini-microscopes 0.2313±0.2369. For the STM of NFP, there were no false infertile days.

CONCLUSIONS: The STM of NFP proved to be the most effective contraceptive method to detect the fertile win-

dow among all the methods tested. The estimated ef®cacy of the other cycle monitors range from the temperature

computers (upper level) to the hormonal computer (medium level) and the mini-microscopes with very low esti-

mated contraceptive ef®cacy.

Key words: cycle monitor/hormonal computer/mini microscopes/natural family planning/temperature computers

Human Reproduction Vol.18, No.12 pp. 2628±2633, 2003 DOI: 10.1093/humrep/deg488
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ATTACHMENTS 

Fertility Focus Response to K122337                 October 5, 2012 FDA Questions 
CONFIDENTIAL 

ATTACHMENT Q1-1 
REVISED INDICATION FOR USE STATEMENT 
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2. INDICATION FOR USE STATEMENT 

Traditional 510(k)    OvuSense 
Fertility Focus                                                        

 
Indications for Use 

 

 

 

510(k) Number (if known): K122337 

 

Device Name: OvuSense Advanced Fertility Monitoring System 
 

Indications For Use: 

 
The OvuSense (OvuSense Starter Kit M009-US, which includes Reader M010-US and Personal 
Sensor M011) is intended for measuring and recording basal body temperature (BBT) as an aid 
in ovulation prediction to aid in conception (not to be used for contraception). 

 

 

 

 

 

Prescription Use ________  AND/OR  Over-The-Counter Use   __X___ 

(Part  21 CFR 801 Subpart D)       (21 CFR 801 Subpart C) 

 

 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 

 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

 

 

 

 

 

Page 1 of ___1__ 

 

Page 144 of 643

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



ATTACHMENTS 

Fertility Focus Response to K122337                 October 5, 2012 FDA Questions 
CONFIDENTIAL 

ATTACHMENT Q1-2 
REVISED 510(K) SUMMARY 
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510(k) Summary 

Traditional 510(k)  OvuSense 
Fertility Focus                                                        

 
 
 
This 510(k) summary of safety and effectiveness information is being submitted in accordance 
with the requirements of SMDA 1990 and 21 CFR 807.92. 
 

DATE: March 19, 2013 
APPLICANT: Fertility Focus Ltd. 

Robert Milnes, CEO 
Unit 19D, University of Warwick Science Park 
Warwick Technology Park, Gallows Hill 
Warwick, United Kingdom CV34 6UW 
Tel: 044-1494-510272 
Email: robert.milnes@fertility-focus.com 
 

OFFICIAL 

CORRESPONDENT 

FOR THIS 

SUBMISSION: 

Penny Northcutt, RAC, FRAPS, CQA 
Regulatory Consultant for Fertility Focus 
REGSolutions, LLC 
Tel: 678-428-6978 
Fax: 678-513-0937 
Email: pennynorthcutt@theregsolutions.com 
 

TRADE NAME: 

 

OvuSense Advanced Fertility Monitoring System 

CLASSIFICATION 

NAME: 
Device, fertility diagnostic, proceptive 

DEVICE 

CLASSIFICATION 

AND PRODUCT 

CODE: 

Pre-amendment, Unclassified 
Product Code: LHD 

PREDICATE 

DEVICE NAME: 
Bioself 2000 Fertility Indicator, K904211 
 

 
SUBSTANTIAL EQUIVALENCE: 
The OvuSense Advanced Fertility Monitoring System is substantially equivalent to the legally 
marketed Bioself 2000 (K904211) ovulation monitor. 
 

DESCRIPTION OF THE DEVICE: 
The OvuSense Advanced Fertility Monitoring System is intended for measuring and recording 
core body temperature intra-vaginally on a nightly basis during the non-menstruating phases of 
the monthly female reproductive cycle. OvuSense consists of two components made of silicone 
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510(k) Summary 

Traditional 510(k)  OvuSense 
Fertility Focus                                                        

- a Personal Sensor, which collects the data, and a Reader (with LCD display), which 
establishes a communication link to the Personal Sensor whereupon the data is transferred to 
the Reader. 
 
Electromagnetic induction communications hardware transmits the stored temperature data 
from the Personal Sensor to the receiving device, the Reader, activated when the Sensor is 
placed on the Reader cradle and the Reader’s dedicated download button is pressed. The 
microprocessor based Reader filters the overnight data, then calculates and stores the 25th 
percentile value, representative of the average basal (lowest) overnight temperature.  
 
The Reader then displays these nightly temperature readings on a graph using a relative scale 
– the key information for necessary calculations being the temperature changes relative to other 
recorded temperatures within a cycle for a particular user, and not absolute temperature value. 
At the start of the next cycle, indicated by the User inputting first day of the bleeding in the cycle, 
the Reader algorithm calculates the date of ovulation in the prior cycle, and uses this to predict 
the fertile period for the cycle which has just started. The Reader then displays fertility 
information in a verbal summary, including: 
 

- An indication of the day ovulation occurred in the prior cycle, or if ovulation was not 
detected it displays this information instead.  

- An indication whether the cycle length was within the expected normal parameters.  
 

INTENDED USE/INDICATIONS FOR USE: 
The OvuSense (OvuSense Starter Kit M009-US, which includes Reader M010-US and Personal 
Sensor M011) is intended for measuring and recording basal body temperature (BBT) as an aid 
in ovulation prediction to aid in conception (not to be used for contraception). 
 
TECHNOLOGICAL CHARACTERISTICS: 
The OvuSense Advanced Fertility Monitoring System is substantially equivalent to the Bioself 
2000 (K904211) medical device. They have the same intended use statement - used for 
measuring and recording basal body temperature (BBT) as an aid in ovulation prediction to aid 
in conception (not to be used for contraception). 
 
They have the following similar and substantially equivalent technological characteristics: 

a. Operating principles are the same for both devices - they are based on basal body 
temperature methods 

b. Both devices use a thermistor sensor to monitor temperature  
c. Both devices have the facility for user input of relevant data 
d. Both devices have the facility for display of temperature graphs plus additional 

information on a user viewed screen 
e. Both devices  use software algorithms to calculate ovulation 

 
The different but yet substantially equivalent technological characteristics of the OvuSense to 
the Bioself 2000 are: 

a. External shape and dimensional specifications of the devices 
b. Ergonomics of the user interface - The personal sensor of the OvuSense is inserted into 

the vagina for overnight wear during sleep and the Bioself 2000 fertility monitor personal 
sensor is only used in the vagina once upon waking up.  
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510(k) Summary 

Traditional 510(k)  OvuSense 
Fertility Focus                                                        

c. Number of temperature readings - The OvuSense takes continual temperature 
measurements during overnight wear whereas the Bioself 2000 records a single 
temperature measurement upon waking.  

d. In addition, OvuSense has the capability of wireless communication of data from the 
vaginal temperature Personal Sensor to a Reader upon download.  

 
The OvuSense Advanced Fertility Monitoring System has similar indications for use statement 
and the technological characteristics are functionally equivalent to the proposed predicate 
device, Bioself 2000. Any minor technological difference does not raise issues of safety and 
effectiveness. It is therefore concluded that the OvuSense Fertility Monitor is substantially 
equivalent to the existing marketed predicate devices. 
 

NONCLINICAL PERFORMANCE TESTING: 
A series of performance tests was conducted in support of the design verification of the 
OvuSense Advanced Fertility Monitoring System. 
 

Summary of Performance Testing Conducted on OvuSense 

B
io

c
o

m
p

a
ti

b
il
it

y
 

ISO Guinea Pig Maximization Sensitization Test 
ISO MEM Elution Assay  
ISO Mucosal (Vaginal) Irritation Test 
Physicochemical Extraction Testing 
ISO Acute Systemic Injection Test 
In Vitro Mouse Lymphoma Assay – 2 Extracts (ISO) 
In Vivo Mouse Micronucleus Assay – 2 Extracts 
Bacterial Mutagenicity Test (Ames Assay)  
Subchronic (14 day) Intravenous Toxicity Study in Non-Swiss Webster Mice 
(14 Repeat Dose Exposure)(GLP) 
Subacute (14 day) Intraperitoneal Toxicity Study in Non-Swiss Webster Mice 
(14 Repeat Dose Exposure) (GLP) 

E
le

c
tr

ic
a
l 
T

e
s

ti
n

g
 

EN60601-1-4:2000 Medical electrical equipment. General requirements for 
safety. Collateral standard. General requirements for electrical programmable 
medical systems. 
EN60601-1-2:2007 Medical electrical equipment – Part 1-2: General 
requirements for basic safety and essential performance – Collateral 
standard: Electromagnetic compatibility – Requirements and tests 
EN301 489-3 v1.4.1 Electromagnetic Compatibility and Radio Spectrum 
Matters (ERM); ElectroMagnetic Compatibility (EMC) Standard for Radio 
Equipment and Services; Part 3: Specific Conditions for Short-Range Devices 
(SRD) Operating on Frequencies between 9 KHz and 40 GHz 
IEC60601-1:2006 Medical equipment. Medical electrical equipment - Part 1: 
General requirements for basic safety and essential performance  
EN302 291 v1.1.1 Electromagnetic compatibility and Radio spectrum Matters 
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ATTACHMENTS 

Fertility Focus Response to K122337                 October 5, 2012 FDA Questions 
CONFIDENTIAL 

ATTACHMENT Q1-3 
OVUSENSE USER MANUAL 
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(b)(4) Old version User Manual
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Product Profile

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Product Profile

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Product Profile

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Product Profile

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Product Profile

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Product Profile

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Product Profile

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Product Profile

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Product Profile

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Product Profile

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material certification

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material certification

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Certificate of Conformance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Statement of Biocompatibility

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Certificate of Compliance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Certificate of Compliance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Certificate of Compliance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Certificate of Compliance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Material Safety Data Sheet

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Performance

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Management

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Management

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Management

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Management

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Management

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Management

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Hazard Identification

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Hazard Identification

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Hazard Identification

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Hazard Identification

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Hazard Identification

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Hazard Identification

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Hazard Identification

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Hazard Identification

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Hazard Identification

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Hazard Identification

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Hazard Identification

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Management

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Management

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Management

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Management

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Traceability Matrix

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Traceability Matrix

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Traceability Matrix

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Traceability Matrix

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Traceability Matrix

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Traceability Matrix

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Traceability Matrix

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Traceability Matrix

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Traceability Matrix

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Software requirements

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report
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QUANTITY 1 
OvuSense™ Sensor 

To be used with OvuSense Reader. The OvuSense 
advanced fertility monitor is intended for measuring and 

recording body temperature on a nightly basis during 
phases of the monthly female reproductive cycle when 
the subject is not menstruating. OvuSense detects the 

presence and absence of ovulation, as well as predicting 
the fertile period for the next monthly cycle. 

g 
LOT CODE 

 

f  

 
M Manufactured by: 

SERIAL NO. a Fertility Focus Limited 

N 2012-07 

 Unit 19D, University of Warwick Science 
Park 
Warwick Innovation Centre, Gallows Hill 
Warwick CV34 6UW, United Kingdom 

DATE OF 
MANUFACTURE 

t +44 (0) 1793 848088 

H 2014-07 

f +44 (0) 1793 855440 

USE BY e service@fertility-focus.com 

i 
SEE 

INSTRUCTIONS 
FOR USE 

 

EUROPEAN 
CONFORMITY 

w www.fertility-focus.com 

STORE -20°C TO +50°C  
MAX 95% RELATIVE HUMIDITY 

(NON-CONDENSING) 

THIS PRODUCT IS NOT FOR  
CONTRACEPTIVE USE 

 
Conforms to ASTM E1113 

 
M007-18OCT12-V2.0 USA 
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Fertility Focus Response to K122337               April 12, 2013 FDA Questions 
CONFIDENTIAL                       

 
 
 
July 30, 2013 
 
US Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center WO66-0609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 
 
 
Re: Response to FDA Questions to K122337, from FDA AI Dated April 12, 2013 
 OvuSense Fertility Monitoring System 
 

 
Dear  
 
Fertility Focus hereby submits additional clarification and documentation in support of the 
OvuSense K122337 under your review. We are addressing your questions dated April 12, 2013. 
Two paper copies and one eCopy were sent to the FDA Document Mail Center. The eCopy is 
an exact duplicate of the paper copy. 
 
Your questions are in bold and Fertility Focus answers are in regular type face. Where a 
response includes an attachment, the attachment is labeled according to the question number. 
For example, Attachment Q3-1 would be Question 3 attachment 1. 
 
Fertility Focus regards information provided in support of this Traditional 510(k) to be 
confidential and proprietary and afforded such protection under 21CFR 807.95 and other 
applicable statutes. We understand that the submission to the government of false information 
is prohibited by 18 U.S.C. 1001 and 21 U.S.C. 331(q). In accordance with the Safe Medical 
Devices Act of 1990, a 510(k) Summary of Safety and Effectiveness is included in this 
notification. A Premarket Notification Truthful and Accurate Statement has also been provided in 
this submission in accordance with 21 CFR 807.87(j).  
 

We trust this additional clarification meets your needs to complete the review of the Fertility 
Focus 510(k) K122337. If there are any questions, please contact me at 678-428-6978 (phone) 
or email to pennynorthcutt@theregsolutions.com for interactive review.  
 
Sincerely, 

 
 
 
 
Penny Northcutt, RAC, FRAPS, CQA 
Regulatory Consultant and Official Correspondent for Fertility Focus 
Executive Director, REGSolutions, LLC 
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DEVICE DESCRIPTION 

Fertility Focus Response to K122337               April 12, 2013 FDA Questions 
CONFIDENTIAL                       

 
1. As indicated in the original submission, an epoxy coating material (Thermistor) that 

has direct contact with the vagina is used in the personal Sensor. However, in Table 
Q3-1 provided in your Supplement 1, this material is not included. Please provide 
safety information on Thermistor (e.g., Certificate of Analysis and/or Material Safety 
Data Sheet). 

 

The understanding that this is an element in direct contact with the vagina is assumed to be 
derived from FDA’s review of page 42 of the original submission, OvuSense Advanced Fertility 
Monitoring System Materials. In the “Patient Contact” column against   

 it states “Direct.” This is an incomplete statement. The Sensor has direct contact 
with the vagina but the Thermistor and its constituent materials are attached to the Printed 
Circuit Board contained within the Personal Sensor and as such all constituent materials are 
completely and entirely encased by the Personal Sensor outer shell and therefore have NO 
direct contact with the vagina. 
 
No part of the Thermistor device or its constituent materials is in direct contact with the vagina.  
 
See Attachment Q1-1 for the Thermistor data sheet. 
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Fertility Focus Response to K122337               April 12, 2013 FDA Questions 
CONFIDENTIAL                       

 
2. In response to Question 4b from our October 5, 2012 letter, you provided an 

estimated amount of the colorant  used in each device. Please clarify the 
amount (in weight) of  used in each personal Sensor that has direct 
contact with the vagina. 

 
Please note that following the material prototyping phase at the manufacturer of the Personal 
Sensor, the  colorant was replaced with  colorant due to manufacturing 
efficiencies.  
 

 was erroneously left in the original Bill of Materials and therefore submitted in error 
in Attachment C – Materials Information of the original submission. There is therefore no  

 used in the manufacture of the Personal Sensor. Fertility Focus apologizes that this was 
not made completely clear in the re-submission of March 19, 2013. 
 
See Attachment Q2-1 for the   
 
For the avoidance of doubt, all biocompatibility testing presented in the original 510K 
submission, the first AI response and now in this response were carried out on this M  
colorant. 
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Fertility Focus Response to K122337               April 12, 2013 FDA Questions 
CONFIDENTIAL                       

 
5. The information provided (including the user manual) does not specify if there is a 

limit on the number of hours a user can sleep/collect data. Given that the algorithm 
identifies a , please clarify whether there is a limit on the 
number of hours of data that can be collected in a single day and provide viable 
data for that day. 

 

 
Due to the  

. However, the recorded data must fall completely 
 

  
 
Page 3 of Attachment P – OvuSense Personal Sensor Temperature Tests in the original 
submission shows the target settling time to normal body temperature  

 Section 16.2 of Attachment Q7.1 of our response of 19th March 2013 
discusses the f  conducted by the OvuSense Reader algorithm and explains that the 

 
. 

 
With regards to data collection, due to the fact the data are  

, there is no requirement to indicate a maximum overnight usage to 
the user unless they regularly insert and retain the Sensor   
 
For the purposes of clarity, Fertility Focus has added a Nightly Usage section in the User 
Manual indicating the minimum and maximum number of hours Sensor usage is required 
for any single night. 

 
Below is text from page 4 of the User Manual:  
 
Nightly Usage: The Sensor is designed only for use when you are sleeping, and should be 
removed during waking hours. It requires a minimum of two hour's usage at night to calculate a 
valid result for that night, and will use a maximum of 14 hours information from a single night, 
although it can be left in for longer if you happen to sleep beyond 14 hours. If you miss a night, 
do not worry. Simply insert the Sensor on the subsequent night and continue usage. 
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CONFIDENTIAL                       

 
6. In response to Question 8 of our October 5, 2013 letter, you indicated that  

. You also indicate that 
 will be discarded. Please clarify if there is any  

 
 

 
 
The Sensor calibration table sets output values using the  

 
 
In the Sensor calibration table (Table Q6-1) example below, the  

  

any ADC values above 3150 are automatically set to 
the maximum value of 42.0°C.   
 
The second half of the answer to Question 4 explains   and 

calculations performed by the algorithm in order to calculate a BBT value.   
It can be seen from that explanation, and the Sensor calibration description contained 
here that it is almost impossible for rapid fluctuations or constant biologically 
improbable temperatures to induce spurious results.  It is equally almost impossible for 
fluctuations or constant false temperatures induced by exposure to other heat sources 
to induce spurious results.    
 
If, even after all these steps,  

 
  

 
Table Q6-1: Example ADC Output 
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7. According to the manual, the operating environment is 16°C to 40°C. Please identify 

the maximum temperature that the Sensor can withstand during operation. 
 
The operating environment of 16°C to 40°C refers to the Reader part of the OvuSense 
product only. The maximum temperature for the Sensor is 50°C (-4.0°F to 120.0°F). 
 
Fertility Focus has clarified the operating environment on page 7 in the User Manual. See 
Attachment Q7-1 for an updated OvuSense User Manual. 
 
Operating Environment  

The OvuSense Reader must be operated in an environment of 16°C to 40°C (60.8°F to 
104.0°F) and in a relative (non condensing) humidity of 15% to 95%. The OvuSense Sensor can 
be operated in an extreme environment of -20°C to 50°C (-4.0°F to 120.0°F) in a relative (non 
condensing) humidity of 15% to 100%, but will discard temperature values recorded below 
36.0°C (95.9°F) and ignores temperatures above 42.0°C (107.6°F). 
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8. Based in your original submission and Supplement 1, we understand that the 

proposed device has the following design and technology features: 

 Two separate components: Personal Sensor (for data recording) and 

Reader (for data analysis) 

 Overnight, continuous recording of BBT by Personal Sensor 

 Wireless transfer of data from Personal Sensor to recorder 

 Algorithm to determine BBT 
 
You have identified the Bioself 2000 Fertility Indicator (K904211) as the 
predicate device. However, this predicate does not have any of the above 
features, but the DuoFertility that was cleared under K102499 does. Therefore, 
we recommend you remove Bioself 2000 from this submission and identify the 
DuoFertility as the predicate device. Please provide a new Substantial 
Equivalence Discussion regarding the Indications for Use and technology (e.g., 
features, materials, principle of operation, etc.). Please include an analysis of 
why any differences between the subject and predicate devices do not render the 
device Not Substantially Equivalent (e.g., any differences in technological 
characteristics are accompanied by information that demonstrates the device is 
as safe and effective as the predicate and do not raise different questions of 
safety and effectiveness than the predicate), affect safety or effectiveness, or 
raise different questions of safety and effectiveness (see section 513(i)(1)(A) of 
the FD&C Act and 21 CFR 807.87(f)). 

 
 
As FDA advises, we have added the DuoFertility Monitor (K102499) as a predicate device for 
OvuSense.  
 
We also respectfully wish to continue with Bioself 2000 Fertility Indicator (K102499) as a 
predicate device as both OvuSense and Bioself 2000 measure basal body temperature 
(BBT) via a vaginal probe (which DuoFertility does not) and both use a software algorithm to 
predict a woman’s ovulation pattern. 
 
See Attachment Q12-2 for a revised 510(k) Summary. 
 
SUBSTANTIAL EQUIVALENCE DECISION-MAKING PROCESS 

 
The Fertility Focus OvuSense Fertility Monitor is substantially equivalent to the DuoFertility 
Monitor (K102499). Both the OvuSense Fertility Monitor and DuoFertility have similar 
indications for use, principles of operation-basal body temperature reading, technological 
characteristics-electronic and software driven, and substantially equivalent device designs.  

 

The 510(k) “Substantial Equivalence” Decision-Making Process in ODE Guidance Document 
#K86-3, Guidance on the CDRH Premarket Notification Review Program, was used to 
determine substantial equivalence. Answers to the relevant questions lead to a determination 
of substantial equivalence, as follows: 
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1. DOES THE DEVICE HAVE SAME INDICATION STATEMENTS ................................................... YES 

The FDA cleared DuoFertility Monitor and the Fertility Focus OvuSense statements are 
substantially equivalent. 
 
The Fertility Focus OvuSense Fertility Monitor (Fertility Focus OvuSense Fertility Monitor 
Starter Kit M009-US, which includes Reader M010-US and Personal Sensor M011) is 
intended for measuring and recording basal body temperature (BBT) as an aid in 
ovulation prediction to aid in conception (not to be used for contraception). 
 
The DuoFertility Monitor is intended for measuring, and recording basal body temperature 
(BBT) as an aid in ovulation prediction to aid in conception (not to be used for 
contraception). 
 

2. DOES NEW DEVICE HAVE THE SAME TECHNOLOGICAL CHARACTERISTICS, E.G., DESIGN, 
MATERIALS, ETC.? ........................................................................................................ YES 

OvuSense and DuoFertility Monitor have the following similar and substantially equivalent 
technological characteristics: 
 
 Operating Principle – Both devices assess Basal Body Temperature. 

 Temperature Sensor – Both devices use thermistor sensors. 

 Sensor Accuracy – The DuoFertility device has a quoted accuracy of +/- 0.05 degrees 
Centigrade (in 510(k) summary predicate device comparison), and of +/- 0.1 degrees 
Celsius (in Specific Claims section of currently available device User Manual 
http://www.duofertility.com/files/marketing_docs/User-manual.pdf); OvuSense has an 
accuracy of +/- 0.05 degrees Centigrade (Attachment P “OvuSense Personal Sensor 
Temperature Tests” of original submission). Any potential difference in the accuracy 
of temperature measurements is not believed to raise any issues of safety, and is a 
function of the requirements of each devices’ algorithms. 

 User Inputs – Both devices have the facility for user input of relevant data. 

 Display of Graphs – Both devices have the facility for the display of temperature 
graphs. The DuoFertility device uses a computer for this display and uses an absolute 
temperature scale, whilst OvuSense uses the OvuSense Reader for display and a 
relative temperature scale. The different display methodologies do not raise any 
safety issues, with the relative temperature scale allowing the OvuSense user a graph 
view optimized to their particular temperature readings (as explained in more detail in 
section 9 of “Summary OvuSense Performance Characteristics & Functionality 
including Algorithm,” page 348 of response of March 19, 2013). 

 Number of Measurements – Both devices record multiple temperatures. The 
difference in any relative number of temperature measurements is not believed to 
raise any issues of safety, and is simply a function of the requirements of each 
devices’ algorithms. 

 Automatic measurements – Both devices take measurements automatically. 

 Wireless transfer of data – Both devices involve the transfer of data from the Sensor 
to a receiving unit.   
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 Algorithm – Both devices use an algorithm to calculate the date of ovulation. The 
additional information provided by the OvuSense device in respect of absence of 
ovulation and fertile period prediction is not believed to raise any direct issues of 
safety, and is employed for increased effectiveness. 

 
The following differences between DuoFertility and OvuSense are noted and thus a 
secondary predicate or reference device – Bioself 2000 (as employed in the OvuSense 
original submission) is used for substantial equivalence purposes.  
 
 Number of Thermistors – The DuoFertility device uses two thermistors plus an 

accelerometer/movement sensor; the OvuSense device uses a single thermistor. The 
Bioself 2000 device uses a single thermistor. 

 User Wearing Location – The DuoFertility device is worn on the skin; the OvuSense 
device is placed intravaginally by means of a Personal Sensor. The Bioself 2000 
device can be used intravaginally or orally. 

The use of two thermistors and an accelerometer (in DuoFertility) versus the use of a 
single thermistor (OvuSense and Bioself 2000) is not believed to raise any direct issues 
of safety or effectiveness, and the relative location of vaginal versus skin placement is 
employed by OvuSense and Bioself 2000. 

 
The FDA cleared DuoFertility device and the Fertility Focus OvuSense device as well as 
the Bioself 2000 (for the described elements above) have technological characteristics 
that are substantially equivalent. 
 

3. ARE THE DESCRIPTIVE CHARACTERISTICS PRECISE ENOUGH TO ENSURE EQUIVALENCE? .... YES 

A complete descriptive matrix of the device characteristics for the Fertility Focus 
OvuSense as compared to the predicate device DuoFertility (K102499) is shown in Table 
Q8-1. This information demonstrates the substantial equivalence between the Fertility 
Focus OvuSense and the predicate DuoFertility (K102499) with the Bioself 2000 
(K904211).  

 

4. ARE PERFORMANCE DATA AVAILABLE TO ASSESS EQUIVALENCE? ..................................... YES 

 

5. DOES THE PERFORMANCE DATA DEMONSTRATE EQUIVALENCE? ........................................ YES 

The verification testing performed for the Fertility Focus OvuSense Fertility Monitor 
demonstrates that the device performs as intended. The OvuSense Fertility Monitor 
complies with the requirements of ASTM E1112:2011 Standard Specification for 
Electronic Thermometer for Intermittent Determination of Patient Temperature. Electrical 
testing all passed as demonstrated in Section 9 of the original Submission. Software level 
of concern is Minor and evidence of software testing is included in Section 5 of the 
original Submission. 

 

The Fertility Focus OvuSense performs (in use) identically to the predicate ovulation 
monitor in all respects except for the vaginal placement of the Sensor. Fertility Focus 
OvuSense is demonstrated to be substantially equivalent to the DuoFerility Monitor 
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(K102499) predicate device. The Bioself (K904211) also has an intended use for vaginal 
placement. 

 

Clinical testing was performed as validation that Fertility Focus OvuSense Fertility 
Monitor performs as the user expects. Comparisons were made to ultrasound detection 
as the gold standard for predicting the fertility cycle. 

 

Performance testing does not raise any new questions with regards to safety or 
effectiveness when compared to the predicate device. 

 

See Section 8 “Summary of Performance Testing” of the Original Submission for a 
summary of the testing performed, and additional information supplied in the response of 
March 19, 2013. 

 

6. REASON FOR PREMARKET NOTIFICATION? 

To obtain clearance for the new Fertility Focus OvuSense Fertility Monitor, as described 
in detail in Section 4 of the original Submission. 
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Table Q8-1: Predicate Equivalence Matrix 

 Feature Fertility Focus OvuSense 
(K122337) Proposed Device 

DuoFertility Monitor (K102499) 
Predicate Device 

Supporting  Documents 

L
a
b

e
li

n
g

 

Indications for Use 
Statement 

The Fertility Focus OvuSense 
Fertility Monitor (Fertility Focus 
OvuSense Fertility Monitor 
Starter Kit M009-US, which 
includes Reader M010-US and 
Personal Sensor M011) is 
intended for measuring and 
recording basal body 
temperature (BBT) as an aid in 
ovulation prediction to aid in 
conception (not to be used for 
contraception). 

The DuoFertility Monitor is 
intended for measuring, and 
recording basal body temperature 
(BBT) as an aid in ovulation 
prediction to aid in conception (not 
to be used for contraception). 

Substantially Equivalent 
 

See Attachment Q8-1  
for Predicate Device 

Information 

Patient Population/ 
Environment of Use 

Home use by a woman who 
has menstrual cycles and is 
interested in her ovulation 
pattern. OTC device. 

Home use by a woman who has 
menstrual cycles and is interested 
in her ovulation pattern. OTC 
device. 

Substantially Equivalent 
 

See Attachment Q8-1  
for Predicate Device 

Information 

D
e

v
ic

e
 D

e
s
c

ri
p

ti
o

n
 

Device Description The OvuSense Fertility Monitor 
consists of a Personal Sensor 
and a Reader (with LCD 
display). The Personal Sensor 
records temperature collected 
from the vagina continuously 
throughout the night.  

The DuoFertility system is a 
computerized basal body 
temperature thermometer with the 
following features: 
 A temperature Sensor with 

integrated data logger to 
monitor temperature 
throughout sleep and store the 
temperature readings. 
 

 Adhesive patches to hold the 
temperature Sensor against 
the user’s skin. 

Substantially Equivalent 
 

See Attachment Q8-1 for 
Predicate Device 

Information 
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Table Q8-1: Predicate Equivalence Matrix 

 Feature Fertility Focus OvuSense 
(K122337) Proposed Device 

DuoFertility Monitor (K102499) 
Predicate Device 

Supporting  Documents 

Principles of Operation Measures basal body 
temperature via vagina in  

 overnight, 
during the non-menstruating 
period of a woman’s cycle.*  
 
Uses the data and applies a 
software algorithm to calculate 
the start and end of the fertile 
phase. 

Measures basal body temperature 
via skin sensor using multiple 
measurements.  
 
Uses a software algorithm to 
calculate the date of ovulation. 
 

Sensor Single thermistor sensor.1 
 
 
Measuring accuracy within ± 
0.05 degrees Centigrade. 
 
Placed intravaginally by means 
of Personal Sensor.2 

Two thermistor sensors plus an 
accelerometer/movement sensor. 
 
Measuring accuracy within ± 0.05 
degrees Centigrade. 
 
Worn on the skin. 

                                                
1 Secondary predicate or reference device Bioself 2000 uses a single thermistor 
2 Bioself 2000 can be used intravaginally or orally 
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Table Q8-1: Predicate Equivalence Matrix 

 Feature Fertility Focus OvuSense 
(K122337) Proposed Device 

DuoFertility Monitor (K102499) 
Predicate Device 

Supporting  Documents 

Display and 
Measurement 

The OvuSense Reader has an 
LCD display that shows level of 
fertility, and five buttons for the 
user to interact with the 
Reader. The LCD display 
shows user input data and 
fertility/ovulation information. 
 
Automatically records multiple 
temperature measurements. 
 
Fertility prediction is calculated 
by software algorithm and 
displayed to user on LCD 
screen of Reader. Data is 
displayed as specific range of 
days for fertility, as well as a 
graph. 
 
Displays fertility information for 
up to past three menstrual 
cycles. 
 
Reader displays graph of 
fertility using a relative 
temperature scale. 

Microprocessor based Reader to 
process and display temperature 
readings and fertility information. 
 
Automatically records multiple 
temperature measurements. 
 
Fertility prediction is calculated by 
software algorithm and shown on 
a scale to the user with use of 
varying shades of green to 
indicate fertile period is imminent. 
 
Uses a computer for graph display 
of fertility using an absolute 
temperature scale. 

Data Transfer Data is transferred wirelessly 
from the Sensor to the Reader 
(receiving unit).** 

Radiofrequency communications 
hardware to transmit the stored 
temperature data to a receiving 
device. 
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Table Q8-1: Predicate Equivalence Matrix 

 Feature Fertility Focus OvuSense 
(K122337) Proposed Device 

DuoFertility Monitor (K102499) 
Predicate Device 

Supporting  Documents 

User Interaction User interacts with 
menus/prompts displayed on 
LCD screen via five buttons on 
Reader device. 

User interacts with device via 
buttons on device and PC 
software. 

D
e

v
ic

e
 C

o
n

s
tr

u
c

ti
o

n
 

Materials Reader: Plastic casing 
Personal Sensor: Silicone 
casing 

Reader: Plastic casing  
Sensor: Attached to skin using 
supplied “adhesives”  

Substantially Equivalent 
 

See Attachment C of 
original Submission and 

Attachment Q2-1 (of this 
response) for OvuSense 

Materials Information, and 
Attachment Q8-1 for 

Predicate Device 
Information 

Power Supply 120V a/c connector Charging of unit via PC connected 
USB cable 

 
 
 

No new questions of 
Safety and Effectiveness 

 
See Section 8 of original 

Submission for 
Performance Testing 

 
 
 
 

Battery Rechargeable internal 9VDC 
battery 

Battery life of the sensor is 
estimated to be 3 to 6 months and 
the battery cannot be replaced 

S
te

ri
li

z
a

ti
o

n
 &

 

O
th

e
r 

Packaging Personal Sensor in Tyvek 
pouch, shipping carton 

Shipped in DuoFertility box No new questions of 
Safety and Effectiveness 

 
See Section 8 of original 
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Table Q8-1: Predicate Equivalence Matrix 

 Feature Fertility Focus OvuSense 
(K122337) Proposed Device 

DuoFertility Monitor (K102499) 
Predicate Device 

Supporting  Documents 

Sterilization Non-Sterile Non-Sterile Submission for 
Performance Testing 

Biocompatibility Materials have been assessed 
based on ISO 10993-1:2003 

Materials have been assessed 
based on ISO 10993-1:2003 

See Attachments D, E, F, 
and G of original 

Submission, Attachment 
Q16-1 of March 19, 2013 

response, and 
Attachment Q3-1 and 

Q3-2 (in this response) for 
Fertility Focus 

Biocompatibility Testing 
 
 
Other reference devices for OvuSense which are legally marketed with substantially equivalent attributes as OvuSense are:  
 
*Bioself K904211 (reference device for vaginal use and contains one thermistor as does the OvuSense)  
 
**VitalSense K033534 (reference device for wireless or remote data download) 
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10. In response to Question 18 from our October 5, 2012 letter, you conducted  

. You indicated that  
 

 
 

 
As discussed with  in interactive review he agreed the below rationale 

 
.  
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11. On page 5 of your cover letter to Supplement 1 you list several reasons why 

OvuSense provides accurate readings. One reason you cite is “the vagina is much 
closer to the site of thermogenic action of progesterone on the ovary - i.e. the site 
where the temperature rise associated with ovulation occurs- than alternative oral 
temperature based methods.” Please clarify whether you are asserting that the rise 
in basal body temperature associated with luteinizing hormone surge is due to 
temperature rise on the ovary per se, as opposed to the release of ovarian 
hormones into the circulation (e.g. progesterone metabolites) that result in a rise in 
basal temperature. The reason this is important is that FDA considers that this 
device may be misbranded if you claim that vaginal location of the OvuSense 
Personal Sensor is superior to other locations for taking temperature readings by 
virtue of the proximity of the upper vagina to the ovaries. 

 

The clinical trials data provided in the OvuSense submissions show its superior accuracy in 
comparison to oral temperature measurement. Fertility Focus asserts that the vaginal location of 
the OvuSense Personal Sensor is indeed key to the superior accuracy associated with the 
device. However, this is due (along with the other elements outlined in the list on page 5 of 
Supplement 1) to  

 
.  

 
No specific claim is being asserted by this response with respect to proximity to temperature 
changes on the ovary, no literature accompanying the device includes this sentence, and we will 
not advertise in this manner.  
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12. The device name identified on the 510(k) Cover Sheet and Indications for Use form 
is OvuSense. However, this device is also identified as the OvuSense Advanced 
Fertility Monitoring System in 510(k) Summary and Labeling. Please use the same 
device name throughout your submission. We recommend that you remove the term 
“Advanced” because this is a claim that would need to be supported by research 
data. 

 
Fertility Focus has removed the term “Advanced” from the device name. These documents have 
been updated to reflect the changes requested by the Agency. 
 

See Attachment Q7-1 for an updated OvuSense User Manual. 
 
See Attachment Q12-1 for a revised Indication for Use Form. 
 
See Attachment Q12-2 for a revised 510(k) Summary. 
 
See Attachment Q12-3 for revised OvuSense labeling. 
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13. Please provide an updated version of your 510(k) Cover Sheet (Form 3514) and 
510(k) Summary reflecting your responses to this letter. Please be advised that the 
510(k) Summary should include a high level description of your device and testing 
per 21 CFR 807.92. We recommend that you refer to the following website for 
content to include in a 510(k) Summary: 
 
 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYo
ur Device/PremarketSubmissions/PremarketNotitication51 Ok/ucm 14265l.htm 
 
Please note that additional changes may need to be made upon review of the 
revised Summary. 

 
These documents have been updated to reflect the changes requested by the Agency. 
 
See Attachment Q12-2 for a revised 510(k) Summary. 
 
See Attachment Q13-1 for revised 510(k) Cover Sheet (FDA Form 3514) and Consensus 
Standards forms (FDA Form 3654). 
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14. In response to Question 23b from our October 5, 2012 letter, you updated your 

carton box labels by adding “Date of Manufacture” and “Use By.”  It appears that 
you have proposed a 2-year shelf-life claim for your device. However, you have not 
provided data to show that the Personal Sensor 

 Therefore, please assess battery life of the Personal Sensor to 
propose a more accurate shelf-life for this component. The analysis should address 
temperatures between -20°C and +50°C (storage conditions). Please replace “Use 
By” with “Date of Expiration” on carton box labels. 

 
 
See Attachment Q14-1 Power Measurements for the OvuSense Sensor. The conclusion of this 
report is: 
 

See Attachment Q12-3 for revised OvuSense labeling. 
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15. In Supplement 1, you modified your Indications for Use statement. However, you did 
not update your 510(k) Summary and labeling accordingly. Please revise your 510(k) 
Summary, carton labels and User Manual by including the updated Indications for 
Use statement. 
 
Please be advised that we may request additional edits to the device labeling after 
review of your additional information. 

 
We have revised our Indications for Use statement in the following documents. 
 
See Attachment Q7-1 for an updated OvuSense User Manual. 
 
See Attachment Q12-1 for a revised Indication for Use Form. 
 
See Attachment Q12-2 for a revised 510(k) Summary. 
 
See Attachment Q12-3 for revised OvuSense labeling. 
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) CCI

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



MED2-4800 

MATERIAL SAFETY DATA SHEET 
(b)(4) CCI

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) CCI

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) CCI

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) CCI

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) CCI

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) CCI

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) CCI

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) CCI

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Study Protocol

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Test Report

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Study Protocol

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Study Protocol

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Risk Analysis

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



(b)(4) Old version User Manual

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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

Thank you for choosing to use DuoFertility to help you conceive. Please read this 
guide carefully before using the product.

We are committed to making this journey as natural and simple as possible for you. 
The DuoFertility system provides you with an easy way of keeping track of your 
body basal temperature, which is a clinically proven method of monitoring your 
fertility. DuoFertility uses the latest technology to identify the days in the month you 
are most likely to get pregnant with an accuracy of 99%. It has been designed to fit 
into any lifestyle, so you should be able to use the product without any disruption 
to your daily life. 

If you would like further advice on how to use DuoFertility, please do let us know. 
Our customer care team are happy to answer any queries that you may have about 
using the product, and our in-house team of dedicated fertility experts are available 
to answer any fertility-related queries that you may have.  Any technical terms are 
explained in the Glossary (Pages 29-30).

We hope that you enjoy using DuoFertility, and that it helps you to take control of 
your fertility.

Best wishes from the team at
DuoFertility
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Quick Start Guide

Basic functions

To switch ON the reader, hold the central button for 3 seconds. The DuoFertility logo 
will flash white. 

The reader turns itself OFF automatically; after about a minute, the DuoFertility logo 
will stop flashing, indicating that the reader is off.

Getting started

Please start using your DuoFertility product as soon as you receive it: 

1. Turn on your reader by pressing the central button. 
2. Press the central button of the reader a second time. You should see a yellow 

light moving backwards and forwards on the light scale. 
3. Place the sensor on the central button. A green light should appear on the 

left hand side of the light scale and will move slowly to the right hand side. 
4. Once the transfer is finished, you should hear a low beep followed by a 

high beep, and the green ‘today’ arrow should light up in green. Note 
that the transfer may take up to half an hour the first time that it occurs, 
so we recommend that you leave the sensor on the central button and do 
something else while it downloads.

This process will read out the temperature data that it has been logging while in transit. 
Once this is done, you can start wearing the sensor to collect your personal temperature 
data.
5. Use one of the adhesives in the testpack provided to start wearing the sensor 

under one of your arms. Make sure that you position the sensor so the side 
with the large, blue central circle is facing your skin. Remember to wear the 
sensor while you are sleeping.

6. After a couple of days, transfer the data from the sensor to your reader by 
following Steps 1-4 above. This time, the data should be quicker to download, 
and so there is no need to remove the sensor to perform the download. 
You can hold the reader up to the sensor instead, as demonstrated in the 
instructional video: 

            http://www.duofertility.com/duofertility/product-video-demos
After you have been using DuoFertility for approximately one cycle, your fertility 
status should start to be displayed on the reader light scale after the download. It is 
important for you to read the rest of the User Manual to learn about how to use the 
product in greater detail.
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Contents of the  DuoFertility box          

The DuoFertility box should contain:

1. The DuoFertility reader
2. The DuoFertility sensor
3. Testpack of adhesives
4. A USB cable
5. Quick Start Guide & User Manual
6. Adhesive User Manual
7. HCG Manual
8. A small travel bag
9. 5 pregnancy tests

If any of these are missing, please call the 
DuoFertility careline.

How DuoFertility can help you 

DuoFertility is a sophisticated fertility monitor. It predicts when you are most likely to 
be fertile by automatically taking continuous measurements of your temperature. This 
allows the technology behind DuoFertility to build up a detailed picture of your cycle 
and predict your most fertile days with an accuracy of up to 99%. After transferring this 
data from your sensor, your reader will display a simple summary of your fertility status 
which you can use to plan intercourse for the best time of the month.

DuoFertility maximises your chances of getting pregnant by helping you to:

•	 Plan intercourse for when you are most likely to conceive

•	 Understand your fertility by viewing a detailed picture of your menstrual cycles
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How DuoFertility works 

DuoFertility consists of a sensor and a discreet, hand-held reader. The sensor 
continuously takes 20,000 measurements of your temperature every 24 hours. This 
allows it to detect the small jump in temperature which occurs when you ovulate, 
and to identify when you will be most likely to conceive, giving you time to plan a 
romantic evening. 

When ovulation occurs, there is a small increase in your body basal temperature (see 
Figure 1). (Body basal temperature is the lowest temperature your body reaches – 
your body usually reaches this temperature during deep sleep and your temperature 
increases again when you wake up.) The change in body basal temperature before 
and after ovulation usually ranges from 0.3oC to 1.5oC, although this may vary.

The technology behind DuoFertility records skin temperature measurements and 
uses this to estimate your body basal temperature; this allows it to identify the small 
rise in body basal temperature and to confirm that you have ovulated. DuoFertility 
works out when you are sleeping most deeply, so there are no disruptions to your 
temperature measurements from late nights, early mornings, or interrupted sleep. 
Of the 20,000 temperature points collected, only the best quality measurements 
are used.

The most fertile days of the menstrual cycle usually include the day of ovulation and 
the days preceding and following ovulation. Therefore, accurately identifying your 
ovulation allows the technology behind DuoFertility to pinpoint your most fertile 
days with an accuracy of 99%, helping you to plan intercourse for when you are 
most likely to conceive.

Figure 1: Variations in body basal 
temperature during the cycle (each 
dot represents BBT at a given day of 
the cycle). There is a small increase in 
BBT on the day of ovulation.
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Getting the most out of DuoFertility 

There are a number of things you can do to get the most out of DuoFertility and 
maximise your chances of getting pregnant:

Regularly plug the reader into a computer with an Internet 
connection

While it is possible to check your fertility status and enter in fertility clues using just 
your reader, we strongly recommend that you regularly plug your reader into your 
computer and open your temperature chart while you are connected to the internet. 
This is because we regularly release automatic updates to ensure that DuoFertility 
becomes more attuned to your body as time goes on, helping to maximise your 
chances of getting pregnant. Regularly plugging in your reader will also allow us to 
detect any problems with your product by checking for irregularities in your data 
and monitoring the battery voltage of your sensor. In addition, all of your data will 
be encrypted and saved so that none of your data will be lost if you happen to lose 
your reader. For further information, please read Page 19.

We suggest that you keep your reader plugged into your computer for at least half 
an hour every week. It is particularly important to log in more regularly early on in 
your cycle.

Record each day of your menstruation on the day that it occurs

In order to ensure that the fertility predictions that you receive are as accurate as 
possible, we strongly recommend that you record each day that you have your 
period either on the reader or on the software. It is very important that you record 
menstruation as soon as possible after it occurs - ideally, you should record each 
day of menstruation on the day that it occurs, or, at the very latest, within 2 to 3 
days of it occurring.
  
Inform us of your fertility history

It is very important for you to respond to the email sent from our fertility experts 
with full details of your fertility history so that we can personalise your product. It is 
particularly important for you to email us your previous cycle dates from before you 
started using DuoFertility. This will enable your fertility predictions to be adjusted 
to the regularity and length of your cycles so that they are as accurate as possible. 
We also suggest that you keep us updated about any changes in treatment or 
medication that you undergo while you are using DuoFertility.
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Understanding your menstrual cycle and ovulation 

The menstrual cycle is the process during which your body prepares for pregnancy. 
As you approach ovulation each month, your uterus becomes more welcoming to 
sperm, allowing them to survive longer and swim to the egg, which increases your 
chances of getting pregnant.

Each menstrual cycle begins on the first day of your period and ends on the day 
before your next period. The menstrual cycle is composed of three different phases 
and lasts 28 days on average, in which case ovulation is expected to occur between 
day 11 and day 16. However, it is not unusual to have cycles which are as short as 24 
days or as long as 60 days. 
 
Ovulation is a key event in the menstrual cycle. During the follicular phase, one of 
the follicles which are contained by the ovaries reaches complete maturity and one 
egg/ovule is released. This is triggered by a surge in luteinising hormone (LH).

After ovulation, the released egg travels along the Fallopian tubes, where 
fertilisation by sperm can occur. The ruptured follicle left behind after ovulation 
forms the corpus luteum which secretes progesterone, the hormone responsible for 
the rise in body basal temperature (BBT) that signals ovulation. It also suppresses 
the ripening of further follicles, induces closing of the cervix and the thickening of 
cervical mucus. The corpus luteum then disappears with the onset of menstruation.

The lifespan of the released egg is only 24-48 hours. Therefore, for fertilisation to 
occur, sperm must either be already present in the female reproductive tract, or 
intercourse must take place soon after ovulation. Sperm can survive for 3 to 5 days 
in the vaginal environment if the right kind of cervical mucus is present. This is 
why the few days before  and after ovulation are when you are most likely to get 
pregnant, with the peak time being the day of ovulation.

When you ovulate, the vaginal environment becomes more welcoming and friendly 
to sperm, making this the most fertile time of your cycle and therefore the best time 
to try for a baby. Cervical mucus becomes less acidic and more elastic and the cervix 
moves from a low, firm, dry and closed position to being soft, high and open. All 
these changes facilitate the passage of sperm to the uterus and the Fallopian tubes. 
This is therefore the best time of the month to try for a baby. 
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Figure 2:  Phases of the menstrual cycle
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Limitations of use

DuoFertility should not be used as a contraceptive device. DuoFertility was designed 
as a fertility monitor and should not be used for any other purpose. If you wish to 
learn more about natural family planning, you should see a natural family planning 
expert who will be able to help you identify your natural cycle.

DuoFertility is suitable for women with a wide range of conditions, such as hormonal 
disorders (including polycystic ovarian syndrome) and irregular menstrual cycles. 
It is also suitable for women who are currently undergoing, or have undergone, 
assisted reproductive techniques such as IVF or ovulation induction.

Certain medical conditions and medications can adversely affect the performance 
of DuoFertility. DuoFertility will not be able to help women who are suffering from 
anovulation because of menopause, have both Fallopian tubes blocked, or whose 
partner is unable to produce any sperm (azoospermia).

Please speak to your doctor, or contact our careline on +44 1223 437 003, if you 
need further advice.
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How to use the sensor
Where to place the sensor

The sensor must be worn in an area with good blood circulation. 
We suggest using the adhesives which are provided to keep the 
sensor in place under the arm, as this is a convenient place to 
wear the sensor. If for some reason this position does not suit 
you, please contact us and we will help you choose a suitable 
alternative.

You can wear the adhesive either underneath or away from 
your bra strap. This should not affect the results as long as you 
are consistent in where you position the sensor. You should try 
to find the position that is most comfortable for you. After you 
have removed the sensor, please try to replace the sensor in the 
same position in which you were previously wearing it.

Unless you have reached the beginning of a new cycle (i.e. your period has started), 
we do not recommend that you change the arm under which you are wearing the 
sensor. This is because the blood flow might be slightly different in each arm, and 
this could affect the quality of the temperature readings. If, for any reason, you have 
to change arm, we suggest that you record this directly onto your PC software. 
The correct time to change arm is on the first day of your period, as this marks the 
beginning of a new cycle. This allows the skin on each arm to breathe for a month, 
and will also reduce the chances of any skin irritation. 

How to apply the sensor

It is very important for you to wear the sensor the right way round, otherwise it will 
not be able to take accurate measurements of your temperature. 

The side of the sensor that goes next to your skin has a large  blue central circle 
(Figure 1). The outward side of the sensor has four smaller circles (Figure 2). Position 
the sensor so that the skin side is facing down.

Figure 1: Skin side 
of the sensor

Figure 2: Outward 
side of the sensor
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When to wear the sensor

We recommend that you wear the sensor continuously 
- this ensures that the maximum number of readings is 
taken, resulting in greater accuracy. One of the advantages 
of DuoFertility is that you do not have to wake up early 
every day to take your temperature - the sensor does all 
the work for you. 

The sensor is fully waterproof, so you can wear it in the 
shower or in the swimming pool. It can also be worn 
during intense exercise in the gym. Occasionally, however, 
you may not want to wear the sensor, for example,when 
wearing a bikini. If you remove the sensor during the day, 
it is very important that you remember to put it back on 
when you go to bed so that data is collected every night.

We understand that everyone’s skin is different so if you have sensitive skin, please 
refer to Page 8 of the Adhesive User Manual or contact the customer careline. 

How to change the adhesive

After removing the adhesive, we recommend that you leave the sensor off for a few 
hours, making sure that you replace it before you go to sleep. This allows your skin to 
breathe and reduces the risk of skin irritation. Please see the Adhesive User Manual 
provided for full instructions on how to change the adhesive.
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How to use the reader

You can interact with the reader by using the scroll wheel and the central button. 
The different icons which appear along the edge of the reader indicate the different 
functions that are available, and the light scale is used to display your fertility status.  
In order to find out how to read your fertility status on the reader, please turn to 
Page 21.

How to switch the reader ON and OFF

To switch the reader on, hold the central button for 3 seconds. The read icon will 
flash white, indicating that the reader is ready to be used.

You cannot switch the reader off manually - the reader will turn itself off 
automatically after about a minute. When the read icon stops flashing, this indicates 
that the reader has turned itself off automatically; you will have to switch it back on 
in order to use it.

How to select an icon

To select an icon on the reader, start by running your finger anti-clockwise around 
the scroll wheel and the icons will light up one by one, in white.  When an icon is 
lit in solid white, you can select it by pressing the central button. The icon will then 
flash to indicate that it is waiting for you to enter further information.  The reader will 
beep each time an icon is selected.

After you have entered information into your reader, that icon will light up in pink 
as you continue to scroll through the other icons on the reader. If you scroll back 
to that icon, the reader light scale will automatically display the information that 
you entered for that icon. If you wish, you can edit this information and correct any 
mistakes that you made.

When the reader turns itself off automatically, this marks the end of a session; when 
you turn your reader back on again, the icons that you previously entered will no 
longer show up in pink, and that data can only be edited by running the software.

Page 150 of 209

Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



Records processed under FOIA Request #2014-5069; Released by CDRH on 8/25/15

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



13

Entering intercourse, ovulation pain and star 1 information on the 
reader

1. Use the scroll wheel to select the icon corresponding to the data that you 
want to enter and press the central button. The entire light scale will light up.

2. Press the central button. The icon will flash white, indicating that this 
information has been saved.
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How to use the software 

If you have Windows 2000/XP/Vista or MacOS 10.4 or higher, you can plug the 
reader into your computer to see an overview of your cycle, as well as modify or add 
any further information. It is very important for you to plug your reader into your 
computer and run the software at least once a week.

Plugging the reader into a computer allows you to:
•	 View the changes in your temperature plotted on a graph since you have 

started using the product
•	 View all the information which you have entered into the reader
•	 Enter in notes for different days
•	 Add information retrospectively

Using the software

Before you start using the software, you must make sure that the clock on your 
computer is set to the timezone that you want to use on an ongoing basis i.e. it 
should not be set to a holiday timezone.

Next, connect the reader to one of the USB 
ports on your computer using the cable 
provided. The reader will appear as a removable 
drive containing a file called “Info” which links 
to the DuoFertility support site where you can 
download the latest software.

A progress bar will appear on your  screen (see 
above) while the software is being loaded and a blue light will appear on your 
reader light scale. Once this is finished, a window will appear which will display 
your temperature chart up to the last day  on which you transferred your data. 
Temperature is displayed along the vertical axis, and dates are displayed along 
the horizontal axis. The rows at the top and bottom of the chart represent all the 
information you have entered into the reader e.g. period, intercourse etc. You will 
be able to see and change any information which you entered previously, and enter 
information retrospectively.
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Data display

You can scroll backwards on your chart to view data for past dates by clicking on 
the graph and dragging it. Alternatively, you can use your mouse wheel. You are not 
able to scroll more than one week into the future. When you hover over a column, 
the date which your mouse is hovering over will turn bold.

Entering information into the software

You can use the software to enter in all the information that you enter into 
the reader, as well as writing notes. We suggest that you refer to Pages 14-15 to 
familiarise yourself with the meaning of each icon. In order to enter information, 
please follow the steps below: 

1. Position your mouse on the chart so that it is above the correct date. This 
date should be highlighted in bold at the bottom of the graph. Double-click 
your mouse. 

2. A window will appear with nine tabs allowing you to enter in period, 
intercourse, illness, sleep disruption, ovulation pain, cervical mucus, star 
information and notes. Please click on the tab which displays the icon that 
you would like to enter information for. 

3. A window will appear with a range of times displayed along the bottom. 
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If you are entering in information 
which requires you to specify a 
quantity, such as menstruation, 
you should click in the box above 
the relevant time*. An icon will 
appear above that time with a 
slider which you can drag up or 
down to adjust the amount of 
menstrual flow you have had. 
If you would like to cancel your 
entry, simply click on the cross 
which appears above the entries.

If  you are entering in information which requires a simple yes/no answer, 
such as intercourse, you should click in the box above the relevant time. An 
icon will appear above that time. If you would like to cancel your entry, simply 
click on the cross which appears above the icon in the box.

Once you have entered in the information, click “OK” to save your changes. 
The relevant icon should now appear on your chart.

*Please note that you do not always have to specify the exact time when entering in 
some pieces of information. For example, with icons which require you to enter in a 
quantity, such as period, illness and cervical mucus, it is not necessary to specify an 
exact time. However, with icons which require a yes/no answer, entering in a time 
is more important.
Entries appear at the point in time they are made on the reader.
You only need to enter multiple values in one day if a significant change has 
occurred.
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Leaving notes on the software

The DuoFertility software allows you to write notes for each day. These notes could 
include details of changes in your medication, any changes in your lifestyle or new 
treatments that you are undertaking. All of these details will be taken into account 
when your fertility prediction is calculated.

To do this, simply follow Steps 1 to 2 in the “Adding Information” section, and select 
the tab entitled “Notes”. Enter in the relevant details in the text box and click “OK” to 
save your changes. An icon will appear in your chart to indicate that a note has been 
written for that day.

Transferring your data to the DuoFertility servers

When you plug your reader into a computer with an Internet connection and open your 
temperature chart, your data will automatically be transferred to our servers. This will 
ensure that you receive the latest updates, and will allow us to monitor the performance 
of your product. 

A message will appear at the bottom of your chart to indicate how much of your data 
is being transferred. Once all of your data has been successfully transferred, you will see 
a message saying “Synchronisation Complete” at the bottom of your chart. You will also 
see messages at the bottom of your chart when you a software or firmware update is 
being carried out. If your data fails to transfer to our server, you will see a message saying 
“Attempting to connect”. In this case, please check that your computer is connected to 
the Internet. If your data still fails to be transferred, please contact our customer careline.

Transferring data from the sensor 

Your temperature data is recorded and stored on the sensor, but you will need to 
transfer this information to the reader before you can view your fertility status.

How do I transfer the data?

In order to transfer your data, please perform the following steps:

1. Turn on the reader by pressing the central button once.
2. Press the central button a second time. A yellow light will move across the 

reader‘s light display from left to right, indicating that the reader is looking for 
the sensor. The reader is now ready for the download to take place.

3. Hold the reader up to where you are wearing the sensor, so that the sensor 
is resting against the reader’s central button. This will start the data transfer.
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4. Continue to hold the reader in place against the sensor. During the 
transfer, the “read“ icon will flash yellow, and a green light will move 
more slowly across the light display from left to right; the transfer is not 
complete until the light has moved all the way across the display. Once 
the transfer is complete, the reader will make a beep, low then high. 
(If your reader makes a different beep, high then low, the download 
has not been successful - please see Page 23 for further details.)       

5. Look at the light scale on the reader.  The arrow on the reader which indicates 
today should be lit up in green and your fertility status should be displayed. 

A full demonstration is available on the DuoFertility instructional video which can 
be found at http://www.duofertility.com/duofertility/product-video-demos.

IMPORTANT

If you find it too difficult to download your data while wearing your sensor, we 
suggest that you remove the sensor before carrying out the transfer. You should 
also do this the first time that you transfer data from your sensor to the reader, 
since the initial transfer may take up to half an hour to perform. We recommend that 
you follow Steps 1 to 2 above, then remove the sensor and place it on the reader so 
that it is resting against the central button. You should then continue with Steps 4 
to 5 as outlined above. 

Your fertility status will only be displayed once the data transfer has been fully 
completed i.e. after the reader makes a low beep followed by a high beep. You will 
not be able to view your fertility status if you remove the sensor before this.

How long does it take to transfer the data?

The data transfer usually takes up to 90 seconds per day of data. However, please 
bear in mind that, if you have just received a new sensor, it may take a total of up 
to 30 minutes to transfer the data recorded during shipment. If the data transfer is 
occurring very slowly, it is fine for you to leave the sensor on the reader while you 
continue doing something else.

How often should I transfer the data?

You can transfer your data whenever it is most convenient for you; there is no need 
to transfer your data every day. However, during the first few months of usage, we 
recommend that you transfer your data every couple of days. Please also bear in 
mind that the less frequently you transfer your data, the longer the data transfer 
will take.
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Displaying your fertility status on a computer 

You can plug your reader into a computer to view your fertility status in greater 
detail. The software indicates which days you are most fertile by the green shading 
which appears. If there is no shading, this indicates that this is not the most fertile 
time of your cycle. Faint green shading suggests that your fertility status on that 
particular day is low, and strong green shading indicates that you are at the most 
fertile of the month and that this is the best time to try for a baby. As you can see 
from the graph, there is only a small chance of conceiving until up to 6 days before 
ovulation and up to 4 days after, although this may vary very much from couple to 
couple. 

A red line will appear on your chart up to one week after ovulation has occurred to 
confirm your ovulation date.  
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Troubleshooting

DuoFertility has been designed to be intuitive and easy to use, but as with any 
product, technical issues may occur from time to time. We have therefore included 
below an easy, step-by-step approach to solving any problems that may arise. If you 
would like further assistance, or if you are experiencing an issue which is not listed 
below, please call our careline.

The “Connect to PC” icon on the reader is flashing blue.

This is probably due to the fact that your reader battery has fallen to a very low 
level and the internal clock on the reader needs to be reset. In this situation, you 
will not be able to download from your sensor or enter any data. You will also hear a 
high beep followed by a low beep which indicates that there is a problem with the 
reader. This can be easily solved by performing the following steps:

1. Plug the reader into your computer. The “Connect to PC” icon should now be 
flashing green and blue

2. Check that you are connected to the Internet
3. Open up your temperature chart
4. Leave the chart open for a couple of minutes
5. Close down the temperature chart
6. The “Connect to PC” icon should now be solid green. You should be able to 

use the reader without any problems

My reader is not charging when I plug it into my computer.

When your reader is plugged into your computer, the battery icon should light up 
in yellow to show that the reader is charging. Unlike mobile phones, the number of 
bars on the battery icon will not increase while the reader is charging - the battery 
icon will simply turn green once the reader is fully charged.
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Cleaning the sensor and reader
The sensor must be cleaned with soapy water at least once a month. The sensor can 
be re-used for the whole of its lifetime (around 6 months). The reader should not be 
cleaned with water, but with a dry cloth.

What to do if you lose the sensor
If you lose the sensor, you will need to purchase a new one. Contact our team to 
ensure that you will be able to read the data from the new sensor with your existing 
reader. 

What to do if you lose the reader
If you lose the reader, you will need to purchase a new one. Contact our team to 
ensure that you will be able to read the data from your existing sensor with your 
new reader. You should continue to wear your sensor while you are waiting for a 
replacement reader as the sensor can store up to 1 month of data. Make sure that 
you also consistently record your fertility clues while you are waiting to receive your 
new reader. You will be able to enter all the clues onto your computer as soon as you 
receive your new reader.

If you regularly plug your reader into a computer with an Internet connection and 
open your temperature chart, DuoFertility will not need to learn about your cycle 
from scratch when the new reader arrives. It will be able to access all your previous 
data the first time that it is plugged into your computer.
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Frequently asked questions about DuoFertility 

When should I start using DuoFertility?
We suggest that you start using DuoFertility as soon as you receive it, rather than waiting 
until the beginning of your next cycle. This will allow the sensor to collect as much 
valuable temperature data as possible which will help to ensure the accuracy of all the 
fertility predictions that you are given.

Do I have to use all the symbols on the reader?
For most people, the correct measurement of BBT is enough to reliably identify the fertile 
window. Nevertheless, entering in more data will increase the accuracy of detection of 
your fertile window, especially if your cycles are very irregular.

What should I do if I have stopped using the DuoFertility system for some 
time?
Please let us know if you are planning to have a break from using DuoFertility. We 
recommend that you continue to make a note of your menstruation so this can be 
entered into the reader in the future.
If you have continued to wear the sensor, simply start using the handheld reader again, 
as the sensor can store up to 1 month of data. If you have not been wearing the sensor, 
start again whenever you want. You should ideally enter the date of your last period on 
your computer once you start using DuoFertility again. Bear in mind however, that you 
may have to wait at least one cycle before getting any results.

How does DuoFertility keep my private data secure?
We ensure that all customer data is kept secure and completely confidential. All data that 
you upload to our servers is also encrypted.

Can DuoFertility tell me whether I am pregnant?
Some women display temperature patterns in the week following ovulation which are 
characteristic of pregnancy. These patterns are typically an elevated temperature after 
the first day of the following cycle (the expected date of your next period) and tend to 
occur once implantation has taken place.  However, this is only an indicative sign and a 
blood-hormone pregnancy test is the only way to be sure.

Why are the readings on my temperature chart below 370C?
The DuoFertility sensor takes measurements of your skin temperature and uses this to 
approximate your body basal temperature. Skin temperature is usually a few degrees 
lower than core body temperature, which is why the temperature readings on your chart 
will probably be below 370C.

Will wearing the sensor set off security at an airport?
No, wearing the sensor will not set off security.
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Will using DuoFertility interfere with other electronic devices I am using (such 
as a pacemaker)?
No, DuoFertility will not interfere with other medical electronic instruments. The only 
interference that might occur is from an RF transmitter (such as an AM radio mast) which 
is highly unlikely.

Can I use deodorants or moisturisers when I am wearing the DuoFertility 
sensor?
Yes, you can, but before sticking the sensor to your skin, you must ensure that your skin 
is free of all moisturiser and deodorant as this might result in loosening of the sensor. 
However, once the sensor is stuck onto your skin, you can apply deodorant.

Can I remove the sensor from my skin to transfer the data to the reader?
It is important for the sensor to be very close to the reader to ensure that the transfer 
of the data is successful. We suggest that you keep the sensor on and hold the reader 
up to carry out the data transfer in order to conserve your adhesives; however, if this is 
uncomfortable, we recommend that you remove the sensor from your skin and place it 
on the central button of the reader. You can then leave the transfer to take place while 
you get on with something else. We also suggest that you remove your sensor for the 
data transfer when you are transferring your data for the first time, or if it has been a 
while since you have transferred your data.

How long do I have to use DuoFertility before it can identify my fertile 
window?
Since DuoFertility takes several readings a minute, it may be possible to detect the shift 
in temperature which coincides with ovulation after only several days of use.  However, 
we recommend allowing one cycle for DuoFertility to become accustomed to the way 
your body works before it can determine the best time to plan baby-making intercourse.

How is a day measured by DuoFertility?
DuoFertility measures one day as being from 6pm to 6pm. Therefore, when you see 
a temperature point appear on your chart, this displays the temperature which was 
recorded for the previous night. This also means that you may not see a temperature 
point appear for a particular day until after 6pm i.e. until after that ‘day’ is finished.

How do I transfer my data to the DuoFertility servers?
When you plug your reader into a computer with an Internet connection and open your 
temperature chart, all of your data is automatically transferred to our servers. This allows 
us to monitor the performance of your product and send you the latest updates. There is 
no need for you to actively send us your data - the entire process is automatic.
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Will travelling in different timezones affect my temperature readings?
No, travelling in different timezones should not affect your temperature readings. 
However, we recommend that you make a note of the fact that you have been travelling 
on your software, in case this causes greater variability in your data.

Can I give DuoFertility to a friend to use?
We advise you to only give DuoFertility to a friend to use once you have finished using 
it yourself. This is because each DuoFertility device is personalised to your cycles. If you 
would like to pass DuoFertility on to a friend, we suggest that you contact our careline 
and send your product to our office. We will then be able to remove your data from it and 
make sure that it is personalised to your friend’s cycles.

When will my ovulation line appear on my temperature chart?
The ovulation line typically appears on your temperature chart a couple of days after you 
have ovulated. However, in some cases, it may take up to a week to appear.

Will sleeping with a hot water bottle affect my temperature measurements?
This should not affect your temperature measurements, unless the hot water bottle is 
very close to where you are wearing the sensor. 

Can I use DuoFertility in the shower?  Is it safe?
Yes, the sensor can be worn in the shower or in the swimming pool. But the reader is not 
waterproof and should be kept away from water.

Can DuoFertility help my doctor diagnose an infertility problem?
In some cases of infertility, information about your cycle can help your doctor to identify 
a problem. This is why doctors often recommend that you chart your temperature for 
a few months if you are struggling to conceive. The only difference is that DuoFertility 
does this automatically for you while you sleep.
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Glossary
Blood-hormone pregnancy test: a blood test that will confirm whether you are 
pregnant or not.  The hormone measured by this test is Human Chloronic Gonadotropin 
hCG (a hormone very similar to LH). 

Body basal temperature (BBT): the lowest temperature the body reaches while sleeping 
Particular patterns of BBT can indicate which phase of the menstrual cycle a woman is 
entering and can therefore be used as an aid to conception. BBT is achieved after at least 
a couple of hours of deep sleep. 

Cervix: the opening between the uterus and the vagina. The position of the cervix 
changes during the cycle. It is closed, low and firm during the infertile phase, and 
becomes open, high and soft during the fertile phase.

Corpus luteum: this is formed as the result of the changes occurring to the ovarian 
follicle following ovulation. Its function is to secrete progesterone which is extremely 
important for conception as it prepares the lining of the uterus to receive the embryo.

Fallopian tubes: the tubes (ducts) through which the egg travels from the ovaries to the 
uterus once it is released.  The egg is usually fertilised by sperm here.

Fertile window : the phase of the menstrual cycle that is most favourable for conception. 
It usually begins a few days before ovulation and ends the day after ovulation.

FSH or follicle stimulating hormone: a pituitary hormone which stimulates the 
development of the ovarian follicles in women and the production of sperm in men.

Hormone: a chemical substance which is produced by an endocrine gland and is then 
released into the bloodstream.

Implantation: the “embedding” of the embryo in the uterine tissue, allowing it to 
establish contact with the mother’s blood supply for nourishment. Implantation usually 
occurs 5 to 10 days after ovulation.

IVF treatment or in vitro fertilisation: a fertility treatment involving the collection of 
the egg and the sperm and the fertilisation of the egg in a test-tube.  Once fertilised, the 
egg is replaced into the woman’s womb.  IVF literally means “fertilisation in a glass tube”.

LH, or luteinising hormone: a pituitary hormone which stimulates the gonads. In 
women, LH induces the production of estrogens by the ovaries and the high levels of 
LH mid-cycle trigger the release of enzymes which allow the egg to be released from 
the follicle (ovulation). 

Libido: sexual desire.
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Luteal phase: the post-ovulatory phase of the menstrual cycle. During this phase, the 
corpus luteum (or yellow body) produces progesterone, and the endometrium (uterine 
lining) thickens to support the implantation and growth of the embryo. 

Menstrual cycle: the period of time lasting from the first day of your menstruation to 
the day before your next menstruation (period). During each menstrual cycle, an egg 
is usually released.

Menstruation or period: the cyclical shedding of the endometrium (uterus lining), 
which occurs about two weeks after ovulation.

Oestrogens: the group of female sex hormones. The principal oestrogen involved in 
fertility is oestradiol. Oestrogens are mainly secreted by the ovaries, but they can also be 
produced by adipose tissue (fat).

Ovarian follicle: a fluid-filled structure inside the ovary which contains the egg. During 
each cycle, an egg develops within a follicle inside the ovary. This follicle grows up to 2 
cm in diameter until it is ready to release the egg.

Ovulation: the release of the egg from the ovarian follicle. This occurs between the 
follicular and the luteal phases of the menstrual cycle.

Pituitary: a gland located at the base of the brain near the hypothalamus. The pituitary 
secretes several hormones including gonadotrophins (LH and FSH) in response to the 
hormonal stimulation of the hypothalamus (GnRH).

Progesterone: the hormone produced by the corpus luteum after ovulation and during 
pregnancy. It has a role in inhibiting the development of further follicles and in the 
thickening of the endometrium (uterus lining). It is secreted in a pulsatile fashion.
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Careline

We understand that you may need advice or reassurance while you are using 
DuoFertility from someone who is familiar with the device and how it is designed. 
The DuoFertility careline has been set up to fulfil this need and offers free support 
for all DuoFertility users. Our highly trained staff will be happy to help you and 
answer any questions you may have about using the device.

If you have any specific questions about your cycles or fertility in general, for 
example, if you would like assistance interpreting your temperature graph or are 
worried about a potential fertility problem, we have an in-house team of highly 
qualified fertility experts who will be happy to answer any questions that you may 
have.

CARELINE: +44 1223 437003
Mon-Fri – 9:00 a.m – 6:00 p.m

From time to time we may monitor calls to the DuoFertility careline for training 
purposes.

You may also find the answers to your questions on our website: 

www.DuoFertility.com
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Name and address of manufacturer

Cambridge Temperature Concepts Limited is a UK registered company (number 
5943341), with registered offices at Downing Enterprise, Downing College, 
University of Cambridge, Regent Street, Cambridge CB2 1DQ, United Kingdom.  

The head offices are based at the Innovation Centre of Cambridge Science Park, Unit 
23 Milton Road, CB4 0EY, Cambridge, UK. 

Expiry date: The battery life of the sensor is estimated to be 3 to 6 months and the 
battery cannot be replaced. The lifetime of the reader is 3 years. The lifetime of the 
adhesive patch is indicated on the bag in which the adhesives are contained.
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Specific Claims
The device is intended to give an indication of the user’s body basal temperature.  
The device is not intended for use as a thermometer nor as a contraceptive aid.  
DuoFertility should not be used by those who are experiencing psychological 
disorders.

Temperature measurement is accurate to 0.1 degrees Celsius.

The manufacturer (CTC) has adopted the most appropriate solution for the 
manufacturing and design technology used for the DuoFertility device in order to 
reduce risks for the patient as far as possible. The only residual risk of the use of 
DuoFertility is possible irritation to the skin from wearing the adhesive. However, 
CTC has used a well known medical adhesive manufacturer who has tested their 
product for continuous skin contact of 29 days with no irritation reported.
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REVISED INDICATION FOR USE FORM 
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2. INDICATION FOR USE STATEMENT 

Traditional 510(k)    Fertility Focus OvuSense Fertility Monitor 
Fertility Focus                                                        

 
Indications for Use 

 

 

 

510(k) Number (if known): K122337 

 

Device Name: Fertility Focus OvuSense Fertility Monitor 
 

Indications for Use: 

 
The Fertility Focus OvuSense Fertility Monitor (Fertility Focus OvuSense Fertility Monitor Starter 
Kit M009-US, which includes Reader M010-US and Personal Sensor M011) is intended for 
measuring and recording basal body temperature (BBT) as an aid in ovulation prediction to aid 
in conception (not to be used for contraception). 

 

 

 

 

 

Prescription Use ________  AND/OR  Over-The-Counter Use   __X___ 

(Part 21 CFR 801 Subpart D)       (21 CFR 801 Subpart C) 

 

 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 

 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

 

 

 

 

 

Page 1 of ___1__ 
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ATTACHMENTS 

Fertility Focus Response to K122337                    April 12, 2013 FDA Questions 
CONFIDENTIAL                

ATTACHMENT Q12-2 
REVISED 510(K) SUMMARY 
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510(k) Summary 

Traditional 510(k)  Fertility Focus OvuSense Fertility Monitor 
Fertility Focus                                                        

 
 
 
This 510(k) summary of safety and effectiveness information is being submitted in accordance 
with the requirements of SMDA 1990 and 21 CFR 807.92. 
 

DATE: July 30, 2013 
APPLICANT: Fertility Focus Ltd. 

Robert Milnes, CEO 
Unit 19D, University of Warwick Science Park 
Warwick Technology Park, Gallows Hill 
Warwick, United Kingdom CV34 6UW 
Tel: 044-1494-510272 
Email: robert.milnes@fertility-focus.com 
 

OFFICIAL 

CORRESPONDENT 

FOR THIS 

SUBMISSION: 

Penny Northcutt, RAC, FRAPS, CQA 
Regulatory Consultant for Fertility Focus 
REGSolutions, LLC 
Tel: 678-428-6978 
Fax: 678-513-0937 
Email: pennynorthcutt@theregsolutions.com 
 

TRADE NAME: 

 

Fertility Focus OvuSense Fertility Monitor 

CLASSIFICATION 

NAME: 
Device, fertility diagnostic, proceptive 

DEVICE 

CLASSIFICATION 

AND PRODUCT 

CODE: 

Pre-amendment, Unclassified 
Product Code: LHD 

PREDICATE 

DEVICE NAME: 
DuoFertility Monitor, K102499 
Bioself 2000 Fertility Indicator, K904211 

 
SUBSTANTIAL EQUIVALENCE: 
The Fertility Focus OvuSense Fertility Monitor is substantially equivalent to the legally marketed 
DuoFertility Monitor (K102499) and the Bioself 2000 Fertility Indicator (K904211). The Fertility 
Focus OvuSense Fertility Monitor has similar indications for use statements, principles of 
operation, and technological characteristics as the predicate devices. 
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510(k) Summary 

Traditional 510(k)  Fertility Focus OvuSense Fertility Monitor 
Fertility Focus                                                        

DESCRIPTION OF THE DEVICE: 
The Fertility Focus OvuSense Fertility Monitor is intended for measuring and recording core 
body temperature intra-vaginally on a nightly basis during the non-menstruating phases of the 
monthly female reproductive cycle. The Fertility Focus OvuSense Fertility Monitor consists of 
two components made of silicone - a Personal Sensor, which collects the data, and a Reader 
(with LCD display), which establishes a communication link to the Personal Sensor whereupon 
the data is transferred to the Reader. 
 
Electromagnetic induction communications hardware transmits the stored temperature data 
from the Personal Sensor to the receiving device, the Reader, activated when the Sensor is 
placed on the Reader cradle and the Reader’s dedicated download button is pressed. The 
microprocessor based Reader filters the overnight data, then calculates and stores the 25th 
percentile value, representative of the average basal (lowest) overnight temperature.  
 
The Reader then displays these nightly temperature readings on a graph using a relative scale 
– the key information for necessary calculations being the temperature changes relative to other 
recorded temperatures within a cycle for a particular user, and not absolute temperature value. 
At the start of the next cycle, indicated by the User inputting first day of the bleeding in the cycle, 
the Reader algorithm calculates the date of ovulation in the prior cycle, and uses this to predict 
the fertile period for the cycle which has just started. The Reader then displays fertility 
information in a verbal summary, including: 
 

- An indication of the day ovulation occurred in the prior cycle, or if ovulation was not 
detected it displays this information instead.  

- An indication whether the cycle length was within the expected normal parameters.  
 

INTENDED USE/INDICATIONS FOR USE: 
The Fertility Focus OvuSense Fertility Monitor (Fertility Focus OvuSense Fertility Monitor Starter 
Kit M009-US, which includes Reader M010-US and Personal Sensor M011) is intended for 
measuring and recording basal body temperature (BBT) as an aid in ovulation prediction to aid 
in conception (not to be used for contraception). 
 
TECHNOLOGICAL CHARACTERISTICS: 
OvuSense Fertility Monitor and DuoFertility Monitor have the following similar and substantially 
equivalent technological characteristics: 
 

 Operating Principle – Both devices assess Basal Body Temperature. 

 Temperature Sensor – Both devices use a thermistor sensor. 

 Sensor Accuracy – The DuoFertility device has a quoted accuracy of +/- 0.05 degrees 
Centigrade, and of +/- 0.1 degrees Celsius; OvuSense Fertility Monitor has an accuracy 
of +/- 0.05 degrees Centigrade. Any potential difference in the accuracy of temperature 
measurements is not believed to raise any issues of safety, and is a function of the 
requirements of each devices’ algorithms. 

 User Inputs – Both devices have the facility for user input of relevant data. 

 Display of Graphs – Both devices have the facility for the display of temperature graphs. 
The DuoFertility device uses a computer for this display and uses an absolute 
temperature scale, whilst OvuSense Fertility Monitor uses the OvuSense Reader for 
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510(k) Summary 

Traditional 510(k)  Fertility Focus OvuSense Fertility Monitor 
Fertility Focus                                                        

display and a relative temperature scale. The different display methodologies do not 
raise any safety issues, with the relative temperature scale allowing the OvuSense 
Fertility Monitor user a graph view optimized to their particular temperature readings. 

 Number of Measurements – Both devices record multiple temperatures. The difference 
in any relative number of temperature measurements is not believed to raise any issues 
of safety, and is simply a function of the requirements of each devices’ algorithms. 

 Automatic measurements – Both devices take measurements automatically. 

 Wireless transfer of data – Both devices involve the transfer of data from the Sensor to a 
receiving unit.    

 Algorithm – Both devices use an algorithm to calculate the date of ovulation. The 
additional information provided by the OvuSense Fertility Monitor device in respect of 
absence of ovulation and fertile period prediction is not believed to raise any direct 
issues of safety, and is employed for increased effectiveness. 

 
The following differences between DuoFertility and OvuSense Fertility Monitor are noted and 
thus a secondary predicate or reference device – Bioself 2000 is used for substantial 
equivalence purposes.   

 
 Number of Thermistors – The DuoFertility device uses two thermistors plus an 

accelerometer/movement Sensor; the OvuSense Fertility Monitor device uses a single 
thermistor. The Bioself 2000 device uses a single thermistor. 

 Location of Thermistor – The DuoFertility device is worn on the skin; the OvuSense 
device is placed intravaginally by means of a Personal Sensor. The Bioself 2000 device 
can be used intravaginally or orally. 

The use of two thermistors and an accelerometer (in DuoFertility) versus the use of a single 
thermistor (OvuSense Fertility Monitor and Bioself 2000) is not believed to raise any direct 
issues of safety or effectiveness, and the relative location of vaginal versus skin placement 
is employed by OvuSense Fertility Monitor and Bioself 2000. 

NONCLINICAL PERFORMANCE TESTING: 
A series of performance tests was conducted in support of the design verification of the Fertility 
Focus OvuSense Fertility Monitor. 
 

Summary of Performance Testing Conducted on OvuSense 

B
io

c
o

m
p

a
ti

b
il
it

y
 

In Vitro Cytotoxicity MEM Elution Assay  
Mucosal (Vaginal) Irritation Test 
Guinea Pig Maximization Sensitization Test 
USP Physicochemical Extraction Parameters 
ISO Acute Systemic Toxicity Test 
In Vitro Mouse Micronucleus Assay – 2 Extracts (ISO) 
In Vivo Mouse Micronucleus Assay – 2 Extracts 
Bacterial Mutagenicity Test (Ames Assay)  
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ATTACHMENT Q12-3 
REVISED OVUSENSE LABELING 
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QUANTITY 1 

g  
LOT CODE 

f  
SERIAL NO. 

N 2012-07 
DATE OF 

MANUFACTURE 

H 2014-07 
DATE OF 

EXPIRATION 

i 
C0088 
EUROPEAN 

CONFORMITY 
SEE 

INSTRUCTIONS 
FOR USE 

STORE -20°C TO +50°C  
MAX 95% RELATIVE HUMIDITY 

(NON-CONDENSING) 
 

 

OvuSense™ Sensor 
To be used with OvuSense Reader. The OvuSense Fertility Monitor is intended for measuring and 

recording body temperature on a nightly basis during phases of the monthly female reproductive cycle 
when the subject is not menstruating. OvuSense detects the presence and absence of ovulation, as well 

as predicting the fertile period for the next monthly cycle. 

 M Manufactured by: 

a Fertil ty Focus Limited 

 

 
 

 

t 

Unit 19D, Univers ty of Warw ck Science Park 
Warw ck Innovation Centre, Gallows Hill 

Warw ck CV34 6UW, Un ted Kingdom 

 
+44 (0) 1793 848088 

f +44 (0) 1793 855440l 

e 
 

serv ce@fertility-focus.com 
 

w     www.fertility-focus.com 

 

 
 
 
THIS PRODUCT IS NOT FOR 
CONTRACEPTIVE USE 

 
Conforms to ASTM E1113 

M007-23JUL13–V3.0 USA 
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ATTACHMENT Q13-1 
REVISED 510(K) COVER SHEET (FDA FORM 3514) 

& ADDITIONAL CONSENSUS STANDARDS FORMS (FDA FORM 3654) 
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Traditional 510(k) OvuSense 
Fertility Focus                                                                 Confidential 

 
 DEPARTMENT OF HEALTH AND HUMAN SERVICES 

FOOD AND DRUG ADMINISTRATION 

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 

Form Approval 
OMB No. 9010-0120 
Expiration Date: December 31, 2013 
See OMB Statement on page 5. 

Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known) 
July 30, 2013  K122337 
SECTION A TYPE OF SUBMISSION 

PMA 

 Original Submission 
 Premarket Report 
 Modular Submission 
 Amendment 
 Report 
 Report Amendment 
 Licensing Agreement 

PMA & HDE Supplement 

 Regular (180 day) 
 Special 
 Panel Track (PMA Only) 
 30-day Supplement 
 30-day Notice 
 135-day Supplement 
 Real-time Review 
 Amendment to PMA 

 &HDE Supplement 
 Other 

PDP 

 Original PDP 
 Notice of Completion 
 Amendment to PDP 

510(k) 

  Original Submission: 
 Traditional 

  Special 
 Abbreviated (Complete 

 section I, Page 5) 
 Additional Information 
 Third Party 

Meeting 

 Pre-510(K) Meeting 
 Pre-IDE Meeting 
 Pre-PMA Meeting 
 Pre-PDP Meeting 
 Day 100 Meeting 
 Agreement Meeting 
 Determination 

Meeting 
 Other (specify): 

      

IDE 

 Original Submission 
 Amendment 

  Supplement 

Humanitarian Device 
Exemption (HDE) 

  Original Submission 
  Amendment 
  Supplement 
  Report 
  Report Amendment 

Class II Exemption Petition 

 Original Submission 
 Additional Information 

Evaluation of Automatic 
Class III Designation 

(De Novo) 
  Original Submission 
  Additional Information 

Other Submission 

  513(g) 
  Other 

 (describe 
submission): 

      

Have you used or cited Standards in your submission?   Yes   No  (If Yes, please complete Section I, Page 5) 

SECTION B SUBMITTER, APPLICANT OR SPONSOR 
Company / Institution Name Establishment Registration Number (if known) 
Fertility Focus Ltd 3006799946 
Division Name (if applicable) Phone Number (including area code) 

      
044-1494-510272 

Street Address FAX Number (including area code) 
Unite 19D, University of Warwick Science Park 
Warwick Innovation Center, Warwick Technology Park 

 

City State / Province ZIP/Postal Code Country 
Gallows Hill Warwick CV34 6UW United Kingdom 
Contact Name 
Robert Milnes 

Contact Title Contact E-mail Address 
CEO robert.milnes@fertility-focus.com 

SECTION C   APPLICATION CORRESPONDENT (e.g., consultant, if different from above) 

REGSolutions, LLC 
Division Name (if applicable) Phone Number (including area code) 

      
(678) 428-6978 

Street Address FAX Number (including area code) 
717 Lakeglen Drive (678) 513-0937 
City State / Province ZIP/Postal Code Country 
Suwanee Georgia 30024 USA 
Contact Name 
Penny Northcutt 

Contact Title Contact E-mail Address 
President/CEO pennynorthcutt@theregsolutions.com 

FORM FDA 3514 (12/10)                   PAGE 1 OF 5 PAGES 
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Traditional 510(k) OvuSense 
Fertility Focus                                                                                       Confidential 

SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE 

 New device 
 Withdrawal 
 Additional or Expanded Indications 
 Request for Extension 
 Post-approval Study Protocol 
 Request for Applicant Hold 
Request for Removal of Applicant Hold 
 Request to Remove or Add Manufacturing Site 

 Change in design, component, or 
specification: 

  Software / Hardware 
  Color Additive 
  Material 
  Specifications 
  Other (specify below) 

      

  Location change: 
  Manufacturer 
  Sterilizer 
  Packager 

  Process change: 
  Manufacturing 
  Sterilization 
  Packaging 
  Other (specify below) 

      

  Labeling change: 
  Indications 
  Instructions 
  Performance Characteristics 
  Shelf Life 
  Trade Name 
  Other (specify below) 

       

  Report Submission: 
  Annual or Periodic 
  Post-approval Study 
  Adverse Reaction 
  Device Defect  
  Amendment 

 Response to FDA correspondence: 

      
  Change in Ownership 
  Change in Correspondent 
  Change of Applicant Address 

 Other Reason (specify): 

      
SECTION D2 REASON FOR APPLICATION – IDE 

 New Device 
 New Indication 
 Addition of Institution 
 Expansion / Extension of Study 
 IRB Certification 
 Termination of Study 
 Withdrawal of Application 
 Unanticipated Adverse Effect 
 Notification of Emergency Use 
 Compassionate Use Request 
 Treatment IDE 
 Continued Access 

 

 Change in: 
  Correspondent / Applicant 
  Design / Device 
  Informed Consent 
  Manufacturer 
  Manufacturing Process 
  Protocol - Feasibility 
  Protocol - Other 
  Sponsor 

  Repose to FDA Letter Concerning: 
  Conditional Approval 
  Deemed Approved 
  Deficient Final Report 

  Deficient Progress Report 
  Deficient Investigator Report 
  Disapproval 
  Request Extension of 

Time to Respond to FDA 
  Request Meeting 

  Request Hearing 

 

 Report submission: 
  Current Investigator 
  Annual Progress Report 
  Site Waiver Report 
  Final 

 Other Reason (specify): 

      

SECTION D3 REASON FOR SUBMISSION - 510(k) 

 New Device  Additional or Expanded Indications   Change in Technology 

 Other Reason (specify): 

      
FORM FDA 3514 (12/10)                 PAGE 2 OF 5 PAGES 
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Traditional 510(k) OvuSense 
Fertility Focus                                                                                       Confidential 

SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS 

Product codes of devices to which substantial equivalence is claimed 

Summary of, or statement 
concerning, 
safety and effectiveness information 

 510 (k) summary attached 

 510 (k) statement 
1 LHD 2  3  4  11 

55 
5       6       7       8       

Information on devices to which substantial equivalence is claimed (if known) 

 510(k) Number  Trade or Proprietary or Model Name  Manufacturer 

1 K102499  DuoFertility Monitor  Cambridge Temperature 
Concepts Ltd 

2 K904211  Bioself 2000 Fertility Indicator  Bioself, Inc 

3                     

4                     

SECTION F  PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS 
Common or usual name or classification 

Device, fertility diagnostic, proceptive 
 Trade or Proprietary or Model Name for This 

Device  Model Number 

1 
Fertility Focus OvuSense Fertility 
Monitor  

Personal Sensor: M011 
Reader: M010-US 
Starter Kit: M009-US (includes Reader M010-US and Personal 
Sensor M011) 

2              

3              
FDA document numbers of all prior related submissions (regardless of outcome) 
3 

      

3 

      

3 

      

3 

      

3 

      

3 

      
9 

      

9 

      

9 

      

9 

      

9 

      

9 

      

Data Included in Submission 

  Laboratory Testing   Animal Trials   Human Trials 
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS 

Product Code C.F.R. Section (if applicable) Device Class 
 
LHD 

 
 Class I  Class II 

 Class III  Unclassified Classification Panel 
Unclassified 

Indications (from labeling) 
The Fertility Focus OvuSense Fertility Monitor (Fertility Focus OvuSense Fertility Monitor Starter Kit M009-US, 
which includes Reader M010-US and Personal Sensor M011) is intended for measuring and recording basal body 
temperature (BBT) as an aid in ovulation prediction to aid in conception (not to be used for contraception). 

FORM FDA 3514 (12/10)                                   PAGE 3 OF 5 PAGES 
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Traditional 510(k) OvuSense 
Fertility Focus                                                                                       Confidential 

SECTION I UTILIZATION OF STANDARDS 

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard" 
statement. 

 

Standards No. Standards 
Organization 

Standards Title Version Date 

ISO 14971 ISO Application of Risk Management to Medical 
Devices 

 2007 

 

Standards No. Standards 
Organization 

Standards Title Version Date 

IEC 62304 IEC Medical device software-Software life cycle 
processes 

 2006 

 

Standards No. Standards 
Organization 

Standards Title Version Date 

ISO 10993-10 ISO Biological evaluation of medical devices – Part 
10: Tests for irritation and delayed-type 
hypersensitivity 

 2002 

 

Standards No. Standards 
Organization 

Standards Title Version Date 

ISO 10993-5 ISO Biological evaluation of medical devices – Part 
5: Tests for In Vitro Cytotoxicity 

 2009 

 

Standards No. Standards 
Organization 

Standards Title Version Date 

ISO 10993-3 ISO Biological evaluation of medical devices - Part 
3: Tests for genotoxicity, carcinogenicity, and 
reproductive toxicity 

 2003 

 

Standards No. Standards 
Organization 

Standards Title Version Date 

ISO 10993-11 ISO Biological evaluation of medical devices -- Part 
11: Tests for systemic toxicity 

 2006 

 

Standards No. Standards 
Organization 

Standards Title Version Date 

ISO 10993-12 ISO Biological evaluation of medical devices - Part 
12: Sample preparation and  
reference materials 

 2012 

Please include any additional standards to be cited on a separate page. 

Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching 
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden 

estimate or any other aspect of this collection of information, including suggestions for reducing this burden to: 

Food and Drug Administration 
CDRH (HFZ-342) 

9200 Corporate Blvd. 

Rockville, MD 20850 

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control 
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Traditional 510(k) OvuSense 
Fertility Focus                                                                                       Confidential 

Additional Standards 
 

 

Standards No. Standards 
Organization 

Standards Title Version Date 

ISO 14155 ISO Clinical investigation of medical devices for 
human subjects - Good clinical practice. 

 2011 

 Standards No. Standards 
Organization 

Standards Title Version Date 

 

BS EN 60601-
1-4 

EN Medical electrical equipment. General 
requirements for safety. Collateral standard. 
General requirements for electrical 
programmable medical systems. 

 2000 

 Standards No. Standards 
Organization 

Standards Title Version Date 

 

ASTM E1112 ASTM Standard Specification for Electronic 
Thermometer for Intermittent Determination of 
Patient Temperature 

 2011 

 
Standards No. Standards 

Organization 
Standards Title Version Date 

 

EN60601-1-2 ISO/EN Medical Electrical Equipment - Part 1-2: 
General requirements for basic safety and 
essential performance - Collateral Standard: 
Electromagnetic Compatibility -- Requirements 
and tests 

 2001 

 Standards No. Standards 
Organization 

Standards Title Version Date 

 

IEC60601-1 UL Medical Electrical Equipment - Part 1: General 
Requirements for basic safety and essential 
performance 

 2006 
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POWER MEASUREMENTS FOR THE OVUSENSE SENSOR 
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