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Abstract

Background:
There is a need for patients to be able to adjust their insulin doses accurately and independently during 
continuous subcutaneous insulin infusion (CSII) therapy in order to avoid glycemic excursions and improve 
glycemic control. Use of new technology has the potential to aid patients in visualizing their circadian patterns 
and improving their understanding of data provided by self-monitored blood glucose (SMBG) measurements.

Methods:
A 24-week crossover study was performed in 25 patients with type 1 diabetes mellitus using CSII and SMBG. 
Patients were randomized either to entering blood glucose data into handwritten logbooks or to using the 
Accu-Chek SmartPix information management system (IMS) coupled with instructions from a training manual  
to aid interpretation of the IMS readings. Patients analyzed these chart readings every 2 weeks, and outpatient 
visits were scheduled for both arms every 6 weeks.

Results:
There was a significantly lower mean overall blood glucose level with the IMS compared with use of a logbook  
(139 ± 16.2 versus 150 ± 19.8 mg/dl; Δ = 10.8 mg/dl; p < .01), and a significantly higher proportion of blood glucose 
values was in the target range compared with use of a logbook (43.6% versus 38.5%; p < .001). Hypoglycemic 
events were also significantly lower with the IMS compared with logbooks (3.7 fewer events/6 weeks; p < .05). 
There was no significant difference between groups in the daily frequency of SMBG measurements.

Conclusions:
The use of an IMS, coupled with an easily understood training manual, enables patients to improve glycemic 
control by performing accurate and timely self-adjustments to their insulin regimens.
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Introduction

Accurate adjustment of insulin doses during continuous subcutaneous insulin infusion (CSII) therapy is essential 
in order to achieve and maintain tight glycemic control in patients with type 1 diabetes mellitus (T1DM).1 Detection of  
recurrent, reproducible variations in blood glucose levels outside the target range is critical to the success of self-
management.2 Although the practice of downloading information is becoming more common, glycemic data are usually 
collected as patients’ handwritten entries in diabetes logbooks, recorded from self-monitored blood glucose (SMBG) 
measurements. The mechanics of keeping an accurate written logbook are, however, complex and conducive to errors 
in recording data, which need to be interpreted correctly to make accurate decisions on adjustments in insulin doses at 
specific points in time, as well as adjustments to fundamental insulin requirements.3 Although patients can be trained 
to make these adjustments, it is quite often the treating physician who interprets the readings during consultations 
and makes the decisions on changes to the patient’s regimen. However, these consultations are only scheduled at  
6- to 12-week intervals, and an earlier opportunity to react to blood glucose excursions and make therapy adjustments 
should improve glycemic control and reduce the risk of diabetes-related complications.4–6

The Accu-Chek® Smart Pix (Roche Diagnostics GmbH, Mannheim, Germany) information management system (IMS) 
is a device that directly downloads data from metered SMBG measurements to a computer and produces graphical 
representations of patients’ glycemic fluctuations, including variations in circadian blood glucose patterns. Training 
materials have been developed for patients using CSII to interpret the graphical displays, which enable them to 
independently make adjustments to their treatment algorithms (for example, basal rate, meal bolus insulin, and doses 
to correct for glycemic excursions) without the need for consultation with their physician.

The aim of this pilot study was to determine whether patients using CSII could make more effective adjustments 
of their insulin dose using the Accu-Chek Smart Pix IMS in conjunction with a training manual to interpret SMBG 
measurements compared with the use of a conventional diabetes logbook. The study aimed to assess whether use of 
the IMS would result in better metabolic control, as evidenced by improved glycosylated hemoglobin (HbA1c) levels, 
reduced frequency of hypoglycemia, and a greater proportion of blood glucose values within the target range.

Methods
This was a single-center, open, randomized, prospective, 24-week crossover study of 25 male (52%) and female patients 
aged 18 years or over with T1DM. The study was conducted from July 2007 to March 2009. Patients included in the 
study were familiar with the use of CSII therapy and were conducting regular SMBG measurements using a blood 
glucose meter compatible with the Accu-Chek Smart Pix IMS. Patients were also required to have access to a computer 
with appropriate software to download the information from the IMS. Patients were excluded from the study if they 
conducted fewer than four SMBG measurements per day or had problems using the software or hardware supplied. 
Other exclusion criteria included pregnancy (current or planned) and treatment with systemic glucocorticosteroids. 
A total of 28 patients were deemed eligible for the study; three patients withdrew (one violation of protocol, one 
pregnancy, one personal decision), resulting in data from 25 patients evaluated at study end.

The crossover design of the study is shown in Figure 1. After screening, the patients were assigned into two groups  
in a ratio of 1:1—group 1 using the Accu-Chek Smart Pix IMS and group 2 using logbooks to record their meter readings. 
Group 1 was given a 30 min technical instruction on the use of the device followed by a 90 min instruction on how 
to use the manual Patient Guidelines for Interpreting SMBG Graphs,7 which was designed to be used in conjunction 
with the IMS. Patients were instructed to download their blood glucose readings once every 14 days and print out 
the graph produced by the IMS (day graph). This enabled patients to recognize problematic periods in these daily 
patterns. Patients could then choose a chart from the manual closest to their own day graph and follow the manual’s 
suggestions of how to adjust their insulin dose, which was described under the image (Figure 2). This enabled patients 
to manage their glycemic control during CSII independently, for example, by increasing or decreasing insulin basal 
rate or mealtime bolus. These printed reports were faxed to the study center to document the patient activity and 
brought in by the patient at the next visit.
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Group 2 was asked to record daily readings of their 
SMBG measurements according to their usual practice 
in conventional diabetes logbooks in a tabular or graphic 
fashion, making daily entries in a row at the same time 
each day, along with entries regarding medications, 
insulin doses, exercise, hypoglycemic episodes, and food 
consumption. Patients in this group continued to analyze 
and interpret their data according to their accustomed 
procedures.

Outpatient visits were scheduled for both groups every 
6 weeks, at which time blood glucose values were read 
and analyzed using Accu-Chek Camit Pro software, a  
precursor of the Accu-Chek 360° software (Roche). Mean 
blood glucose values and the number of hypoglycemic 
events (blood glucose values <54.1 mg/dl) since the last 
visit were recorded, and the percentage of blood glucose 
values within the target range (72–144 mg/dl) was 
calculated. Glycosylated hemoglobin levels were measured 
at visits 1, 3, and 5. The groups crossed over at 12 weeks, 
at which point group 1 converted to using logbooks to 
record their meter readings and, after receiving the same 
training that group 1 had been given, group 2 used the 
IMS for the next 12-week period of the study.

The study protocol complied with the Declaration of 
Helsinki and regulations for observational studies in 
Germany, and full ethical approval was obtained by 
local ethics committees. All patients signed and dated 
written informed consent forms, and data were collected 
in case report forms, where anonymity was maintained.

Figure 1. Study design.

Figure 2. Accu-Chek Smart Pix IMS day graphs depicting periods of 
(A) hyperglycemia: treatment suggestion, increase your insulin bolus 
at breakfast and lunch; (B) hyperglycemia: treatment suggestions, 
(i) if you eat a meal at this time, increase the insulin bolus for this 
meal, (ii) if you do not eat a meal, increase your basal rate; and  
(C) hypoglycemic events: treatment suggestion, reduce the size of 
insulin bolus used to correct for potential high blood sugar.
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Statistics
Statistical evaluation was performed on between-group differences for HbA1c measurements, mean blood glucose 
levels, frequency of blood glucose monitoring, proportion of patients achieving blood glucose targets and proportion 
of blood glucose values within the target range using the t-test for paired samples (SPSS MS Windows 16.0.2). Data are 
presented as mean ± standard deviation (SD).

Results
Baseline characteristics for the patients are presented in Table 1. After 24 weeks, glycemic control was observed 
to have improved significantly through use of the Accu-Chek Smart Pix IMS compared with the use of logbooks.  
There was a small but significant difference in mean HbA1c levels with the use of the IMS compared with logbooks 
(-0.2%; p < .05; Table 2, Figure 3) and a lower mean overall blood glucose with the IMS (-10.8 mg/dl; p < .01) compared with 
logbooks (Table 2). All participating patients brought their completed IMS reports and logbooks to all visits.

Table 1.
Baseline Characteristics

Parameter Value 
N = 25

Median age, years (range) 43.6 (24–79)

Gender, n (%)
Male
Female

12 (48)
13 (52)

Mean duration of diabetes, years (range) 26.0 (4–58)

Mean duration of CSII, years (range) 10.8 (2–15)

Insulin usage
Human, n (%)
Rapid-acting analog, n (%)

6 (24)
19 (76)

Mean total basal rate insulin, IU/day 16.9

Mean total bolus insulin, IU/day 29.4

Glycemic control
Mean HbA1c, % (± SD)
Mean overall blood glucose, mg/dl (± SD)

7.2 (0.6)
144 (18.0)

Mean incidence of hypoglycemia,a  
events/last 6 weeks (± SD) 11.0 (13.5)

Proportion of values in blood glucose target range,b 
% (± SD) 40.7 (9.6)

Frequency of SMBG, number/day (± SD) 5.0 (1.0)
a Hypoglycemia was defined as <54.1 mg/dl.
b Target blood glucose range was 72–144 mg/dl.

In addition, a significantly higher proportion of patients 
achieved the mean blood glucose levels in the target range, 
72–144 mg/dl, using the IMS compared with logbooks 
(43.6% versus 38.5%, respectively; p < .001; Table 2, 
Figure 3). The proportion of blood glucose values in the 
target range was 40.7% at baseline in the control group 
and, at week 12, was 43.6% in the IMS group; however, 
with the use of the logbook, the proportion in the target 
range fell to 38.5% (Tables 1 and 2).

The number of hypoglycemic events occurring per week 
was significantly lower when the patients used the IMS 
rather than their written logbooks (1.01 versus 1.61; p < .05),  
and there were significantly fewer hypoglycemic events in 
the 6 weeks prior to study visits with the use of the IMS 
compared with logbooks (3.7 fewer events; p < .05; Table 2). 

No significant difference was observed in the daily 
frequency of SMBG measurements when the IMS was 
used compared with use of a logbook.

Conclusions
The results of this study show that use of the Accu-Chek 
Smart Pix IMS by patients with T1DM is associated with 

Table 2.
Differences in Target Parameters after 24 Weeks

Parameter With logbook With IMS P value

Glycemic control

Mean HbA1c, % (± SD) 7.1 (0.7) 6.9 (0.66) <0.05

Mean overall blood glucose, mg/dl (± SD) 150 (19.8) 139 (16.2) <0.01

Mean incidence of hypoglycemia, events/weeks (± SD) 1.61 (1.8) 1.01 (1.1) <0.05

Proportion of values in blood glucose target range, % (± SD) 38.5 (8.3) 43.6 (7.7) <0.001

Frequency of SMBG, number/day (± SD) 5.1 (1.3) 5.2 (1.2) Non-significant
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improved glycemic control and reduced incidence of hypoglycemia compared with the use of logbooks. The use of 
the instrument with its accompanying manual and consolidating training provided patients with a means to visually 
identify problematic points in their circadian glycemic fluctuations over a typical 2 week period.

As demonstrated in this study, pattern analysis can highlight points of high and low readings at the same testing 
time of each day so that reasons for glycemic excursions can be identified and a strategy put in place to address them. 
Analysis of glycemic data using information from handwritten diaries is a more arduous task that could discourage 
patients and impede their independence in managing their disease.3 Advances in technology have made glycemic 
information more accessible to patients,8,9 and this has played a major role in enabling patients to make informed 
decisions on their insulin requirements.10

Subjects were highly self-motivated in both arms of this crossover study. All patients in the analysis were compliant 
with the study protocol, which required regular SMBG measurements and use of diaries or the IMS. This further 
highlights the success of the IMS and training in improving glycemic regulation. The independent adjustments using 
data derived from the IMS were considered to be accurate by the study team and were effective in improving disease 
management, even after a short period of time. 

Our study shows that use of the Accu-Chek Smart Pix IMS and accompanying training manual is highly educational 
in instructing patients on how to interpret their SMBG measurements and to adjust their insulin doses, even after 
a relatively short training period. The fact that there was no significant difference in the number of daily SMBG 
measurements associated with the use of the IMS suggests that the device’s visualization of SMBG information, 
coupled with advice on therapy changes, may give patients greater ability to manage their glycemic status compared 
with the use of a conventional logbook. 

The IMS displays aid the patient in visualizing points of time in which glycemic excursions may occur, thus enabling 
appropriate adjustments to insulin doses. There were significantly fewer hypoglycemic events with use of the IMS 
compared with use of data from a logbook, and a significantly higher proportion of patients were able to keep their 
blood glucose levels within the target range of 72–144 mg/dl, which is also of note in such a short time period of 
using the instrument.

Figure 3. Differences between groups in HbA1c levels and proportion of patients achieving glycemic targets. Error bars represent the standard 
deviation.
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One could expect influence resulting from the training sessions on IMS and manual at the beginning of the IMS 
period. However, from the HbA1c values for group 1 (which was using the IMS in the first part of the study), no carry-
over effect was visible at the end of the study, i.e., after switching to the logbook method, HbA1c values increased 
back to the baseline range (data not shown). This observation could point toward an immediate role of using an IMS 
together with the manual, as patients might already be well informed on how to act, but the IMS together with the 
manual might have supported them to recall their knowledge and act appropriately.

The main limitations of our pilot study are its very small size, short duration (only 12 weeks of Accu-Chek Smart Pix 
IMS use), and the fact that the population was limited to one center, which means that a Hawthorne effect cannot 
be discounted for either group.11 Although the study did not have a placebo group, its crossover design allowed for 
comparison of the IMS and logbooks in the same patients.

The encouraging results from this pilot study warrant further investigation in a larger cohort over a longer time 
period. The study highlights a number of interesting points that are worthy of a more extensive analysis. For example, 
a more detailed investigation could include a comparison of glycemic control in group 1 patients in the second phase 
of the study, when they switched to logbooks, with that of group 2 patients using logbooks, who did not receive 
training until the crossover point. Such an analysis could differentiate between the influence of the training and the 
visualization of blood glucose data on glycemic control. A record of the frequency and types of therapy interventions 
carried out by the patients when in the different arms would also be of value.

Although we assume that patients carried out more therapy adjustments when using the IMS compared with the 
use of diaries, these data were not collected and would be of interest. In addition, a survey of patient opinion on the 
convenience and ease of use of the device in this highly motivated group of patients could indicate whether an IMS 
might help with the management of less compliant patients, such as adolescents and children.

In conclusion, this study shows that the graphical representation of data by an IMS, when accompanied by an 
explanatory manual that is easily understood, can be a valuable aid to help patients make accurate and timely self-
adjustments to their insulin regimens.

Funding:

This work was supported by an unrestricted grant from Roche Diagnostics Deutschland GmbH.

Disclosures:

Andreas Reichel has received consulting fees from Roche Diagnostics Deutschland GmbH, is a member of advisory boards, and has received 
lecture fees for speaking at invitation from Novo Nordisk, Sanofi-Aventis, Eli-Lilly, and Roche Diagnostics. Annette Moritz is an employee of 
Roche Diagnostics Deutschland GmbH.

Acknowledgments:

Support for third-party editorial assistance for this manuscript, furnished by Dr. Ann Parkin, MediTech Media Ltd., was provided by Roche 
Diagnostics Deutschland GmbH.

References:

1.	 Mehta SN, Wolfsdorf JI. Contemporary management of patients with type 1 diabetes. Endocrinol Metab Clin North Am. 2010;39(3):573–93.

2.	 Bergenstal RM, Gavin JR 3rd; Global Consensus Conference on Glucose Monitoring Panel. The role of self-monitoring of blood glucose in the 
care of people with diabetes: report of a global consensus conference. Am J Med. 2005;118(Suppl 9A):1S–6S.

3.	 Hirsch IB, Bode BW, Childs BP, Close KL, Fisher WA, Gavin JR, Ginsberg BH, Raine CH, Verderese CA. Self-monitoring of blood glucose 
(SMBG) in insulin- and non-insulin-using adults with diabetes: consensus recommendations for improving SMBG accuracy, utilization, and 
research. Diabetes Technol Ther. 2008;10(6):419–39.



162

Self-Adjustment of Insulin Dose Using Graphically Depicted Self-Monitoring  
of Blood Glucose Measurements in Patients with Type 1 Diabetes Mellitus Reichel

www.journalofdst.orgJ Diabetes Sci Technol Vol 7, Issue 1, January 2013

4.	 The effect of intensive treatment of diabetes on the development and progression of long-term complications in insulin-dependent diabetes 
mellitus. The Diabetes Control and Complications Trial Research Group. N Engl J Med. 1993;329(14):977–86.

5.	 Nathan DM, Cleary PA, Backlund JY, Genuth SM, Lachin JM, Orchard TJ, Raskin P, Zinman B; Diabetes Control and Complications 
Trial/Epidemiology of Diabetes Interventions and Complications (DCCT/EDIC) Study Research Group. Intensive diabetes treatment and 
cardiovascular disease in patients with type 1 diabetes. N Engl J Med. 2005;353(25):2643–53.

6.	 Aschner P, Horton E, Leiter LA, Munro N, Skyler JS; Global Partnership for Effective Diabetes Management. Practical steps to improving 
the management of type 1 diabetes: recommendations from the Global Partnership for Effective Diabetes Management. Int J Clin Pract. 
2010;64(3):305–15.

7.	 Reichel A. Auswertung von grafisch dargestellten Blutzuckerwerten: Leitfaden fur Patienten mit Insulinpumpentherapie. (Interpretation of 
graphically depicted blood glucose values: manual for patients with Insulin insulin pump therapy.) Dresden: Insulinpumpenzentrum Dresden, 
University Hospital Carl Gustav Carus.

8.	 Rodbard D. Display of glucose distributions by date, time of day, and day of week: new and improved methods. J Diabetes Sci Technol. 
2009;3(6):1388–94.

9.	 Russell-Minda E, Jutai J, Speechley M, Bradley K, Chudyk A, Petrella R. Health technologies for monitoring and managing diabetes: a 
systematic review. J Diabetes Sci Technol. 2009;3(6):1460–71.

10.	 Lalic NM, Landers B. 3rd Annual Symposium on Self Monitoring of Blood Glucose (SMBG) Applications and Beyond, May 7-8, 2010, London, UK. 
Diabetes Technol Ther. 2010;12(11):859–72.

11.	 International Diabetes Federation. IDF guideline on self-monitoring of blood glucose in non-insulin treated type 2 diabetes. http://www.idf.org/
guidelines/self-monitoring. Accessed April 2012.


