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1. Introduction  
 
ON CALL® PLUS CODE FREE is a class C In Vitro diagnostic devices belonging to the 
clinical laboratory specialty category. It is approved in Tanzania as a system for use in 
adults, children and elderly by healthcare professionals and general public.  
 
1.1. Administrative Information  
 

Registration number  TAN 24 MDR 0192 

Brand Name (if relevant) On Call plus Code Free 

Common name Blood Glucose Monitoring System 

Class of the device and 
rule applied 

Class C as per Rule 4 for classification of In Vitro 
Diagnostic Devices  

GMDN code and term 63087, Blood glucose/blood pressure monitoring system, 
home-use 

Name and complete 
address of the Market 
Authorization Holder 

Vasco Pharmaceutical Company Ltd 

P.O BOX 13176, 

Arusha, Tanzania. 

Telephone: +255 748 100 030 

Name and address(es) of 
local responsible person 
(LRP). 

Vasco Pharmaceutical Company Ltd 

P.O BOX 13176, 

 Arusha, Tanzania. 

Telephone: +255 748 100 030 

 
1.2. Assessment Procedure 
 
The application for registration of ON CALL® PLUS CODE FREE was submitted on 
25/03/2024. The product underwent full assessment. Assessment was completed in 03 
rounds of evaluation. ON CALL® PLUS CODE FREE was registered on 07/11/2024. 
 
2. Technical information  
 
2.1. Intended use 
 



The intended use of ON CALL® PLUS CODE FREE as declared by the manufacturer 
and approved by TMDA is indicated for monitoring glucose in fresh capillary whole blood 
samples. ON CALL® PLUS CODE FREE is approved for use in healthcare settings and 
at home by both trained personnel or laypersons. 
 
2.2. Device details and features 
 
ON CALL® PLUS CODE FREE is a system with accessories. ON CALL® PLUS CODE 
FREE has been registered as a system which consists of blood glucose meter, 100 
lancets, one (1) lancet device and a control solution. It is a closed system. 
 
ON CALL® PLUS CODE FREE is an automated device. It is used for monitoring of 
diabetes mellitus. ON CALL® PLUS CODE FREE operates by an electrode that 
measures glucose levels. Glucose in the blood sample mixes with reagent on the test 
strip that cause a small electric current. The amount of current that is created depends 
on how much glucose is in the blood. The test out-put is quantitative. 
 
The type of specimen used is fresh capillary whole blood samples drawn from the 
fingertip, palm, forearm or upper arm and is collected by capillary finger prick. 
 
A portable, electrically-powered instrument used with other devices (e.g., reagent, test 
strips, a blood pressure cuff, and accessories) intended used for the quantitative 
measurement of glucose levels in whole blood in a short period, typically several minutes, 
and to noninvasively measure pressure; it is designed to be used for self-testing by a 
layperson in the home, and some types may in addition be used at the point-of-core. The 
measured glucose values are used to manage blood glucose levels, primarily by persons 
with diabetes mellitus. This analysis is typically included blood glucose monitoring 
system. 

 



 

 
2.3. Commercial presentation  
 
There is one (01) approved commercial presentation: One (01) ON CALL PLUS 
CodeFree™ Meter in Transparent plastic bag. One (01) ON CALL PLUS CodeFree™ 
Meter and accessories are placed in a box. 
 
Additional contents include  
• ON CALL PLUS CodeFree™ Test strips  
• ON CALL PLUS Check strip  
• 3V battery type CR2032 • User Instruction Guide  
• Quick Guide  
• Self-test Diary  
• Test Strip Package Insert  
• Carrying Case  
• Lancing device (with a white cap for fingertip testing and a clear cap for Alternative Site 
Testing)  
• Lancets. 
 
2.4. Items required but not submitted 
 
   ON CALL PLUS Control Solution 
 • Control solution package insert. 
 



3. Storage instructions 
 

3.1.1. Shelf-life  
 
The approved shelf-life in months. 
1. STANDARD™ Glucose Control Solution can be used for 3 months after opening the 
container 
2. ON CALL PLUS Code Free™ blood glucose test strips 6 months after first opening 
from the container 
3.1.2. Storage conditions 
 
The recommended storage conditions is 2°C – 32°C (36°F – 90°F). 
 
3.1.3. Shipping conditions 
 
The recommended shipping conditions is Transport Condition -20°C – 50 °C (-4°F – 
122°F) 
 
4. Manufacturing site audit 
 
The manufacturer of the device is ACON LABORATORIES, Inc.,10125 Mesa Rim Road 
San Diego, CA 92121, USA. Post Code: 10125 Mesa Rim Road San Diego, CA 92121, 
USA, Telephone: + 1(858) 875-800, E-mail: info@aconlabs.com. 

Quality audit of the manufacturing facility was conducted through site visit on 05th- 6th 

March 2023. The site was found to be compliant to ISO 13485 requirements. 
 
5. Performance Evaluation  

 
5.1. Analytical Performance  
 
The analytical performance characteristics of the device was established through the 
following test parameters: accuracy (trueness), precision (repeatability and 
reproducibility). 
 
5.2. Clinical Performance 
 
Clinical performance was conducted at manufacturing site.  The following parameters 
were tested; Trueness and precision. 
 
Based on results of the performance studies, it was concluded that the test sensitivity and 
specificity is 99.8% and 99.5% respectively. The studies further concluded that ON 
CALL® PLUS CODE FREE is capable of consistently producing accurate and reliable 
test output. 
 



6. Product label and instructions for use 
 
The content of the primary and secondary labels is in line with TMDA labeling 
requirements in terms of content, layout and design. The label contains sufficient 
information for proper identification of the device and post marketing follow up of the 
product in the market. 
 
The user manual, package insert, instructions for use includes all the relevant information 
to ensure correct and safe use of the device by intended user. 
 
6.1. Primary pack 

 
 
 
6.2. Secondary pack 
 N/A 
 
6.3 Instructions for use/Package insert 
Click here for IFU or see the last page  
 



 
 
 
7. Risk – Benefit Analysis 
 
On basis of the data submitted, the current state of knowledge and compliance of the 
manufacturer to ISO 13485, the benefit of the product outweighs the risks associated with 
its use when used in accordance to the manufacturer instruction. ON CALL® PLUS 
CODE FREE is recommended for registration. 
 
8. Post-approval updates 

 
8.1. Variation applications 

Reference 
number 

Date 
submitted 

Change requested Recommendation Granting 
date 

NA NA NA NA NA 
     

 

8.2. Feedback from pharmacovigilance, post marketing surveillance and 
enforcement activities 

Type of feedback  Impact  Response 
No any recorded Adverse 
Event 

NA NA 

   
 

8.3. Re-registration applications 

NA 
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