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1 Background 34 

1.1 General 35 

Comprehensive abortion care relies on access to quality-assured, affordable medical abortion medicines — 36 
mifepristone, misoprostol, and co-packaged mifepristone-misoprostol (combi-pack) — including for self-managed 37 
abortion. Increasing the availability of these medicines is essential to improve access and depends on medicines 38 
policies and regulation, procurement and distribution, as well as health worker and end-user knowledge. Ensuring 39 
the quality of abortion medicines, such as mifepristone and misoprostol, is essential for their safe and efficacious 40 
use.  41 

Both quality assurance and quality control play crucial roles in this process, though they serve distinct functions. 42 
Quality assurance is a proactive, process-driven approach that ensures abortion medicines are manufactured, 43 
stored, and distributed under strict regulatory standards. It includes compliance with Good Manufacturing 44 
Practices (GMP), supplier qualification, and continuous monitoring of production systems to prevent quality issues 45 
before they arise. Quality assurance helps ensure that only safe and efficacious products enter the supply chain. 46 
Quality control, in contrast, is a product-focused process that involves testing medicines at different points in the 47 
supply chain to verify they meet established standards. This includes analyzing samples for active pharmaceutical 48 
ingredient (API) content, detecting impurities, and assessing stability. Quality control is critical to confirming that 49 
mifepristone and misoprostol tablets meet quality standards at the time they reach the end-user.  50 

Abortion medicines are distributed through diverse channels, including pharmacies, clinics, telemedicine services 51 
(via post and internet services), and community health programs. In some settings, they are legally regulated, 52 
while in others, access is restricted due to legal and social barriers. To ensure that good quality medical abortion 53 
medicines are used, there is a need to advance quality testing methods and technologies. The current approach 54 
to conducting quality surveys is to sample medicines in the field and send those samples to a laboratory for quality 55 
testing. Several studies have been conducted in the last decade, identifying substandard misoprostol and 56 
mifepristone in multiple countries, which can lead to inadequate efficacy (lower amount of API leading to reduced 57 
effectiveness) and safety concerns (such as impurities leading to increased risk of adverse reactions)1–3. 58 
Stigmatized products such as medical abortion medicines are also more likely to be falsified. Indeed, falsified 59 
products that do not contain any API have been found in circulation and remain a critical concern 4. However, all 60 
these quality survey studies are time-consuming and costly, using high-performance liquid chromatography, and 61 
do not readily inform local decision-making, especially at the point of care. In addition, in some regulatory settings, 62 
resources may be limited and a national or certified laboratory may not be available to test suspected substandard 63 
medicines. While samples can sometimes be sent to laboratories in neighboring countries, obtaining results may 64 
take considerable time; in such situations, a quantitative device capable of providing numerical values of the API 65 
content in a tablet could offer valuable preliminary information. Having tools for quality control at the point of 66 
care would be valuable for real-time monitoring that enables prompt action and decision-making to remove 67 
substandard and falsified products from the supply chain. However, there are currently no methods for testing 68 
mifepristone and misoprostol at this level.  69 

Point-of-care (POC) or near POC technologies have been developed for a range of medicines, including infectious 70 

disease medicines, and could be applied to abortion medicines5,6. Currently, fingerprint technologies are available 71 

to identify whether a given API is present in a finished pharmaceutical product (FPP) and spectroscopy can be 72 

used to evaluate an FPP by comparing it to a reference formulation. These technologies, however, are qualitative 73 

and do not quantify the API content of the product, a critical parameter to ensure product quality, adequate 74 

dosing and, ultimately, efficacy.   75 

 76 
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1.2 Purpose of this Target Product Profile 77 

Target product profiles (TPPs) specify the minimum and optimal requirements for new health products, including 78 
diagnostic tests 7–11. They are used by WHO and other international organizations to address major public health 79 
gaps, including the need to spur development and accelerate implementation of health products7–11. TPPs are an 80 
important resource for funders, researchers, product developers, manufacturers and regulators12. They guide key 81 
stakeholders on the characteristics required of new health products to meet pre-specified clinical and public 82 
health needs. They inform research and development strategies, help frame product dossiers, streamline 83 
communication with regulatory agencies and help funders set targets13. In addition, medical products approved 84 
by the US Food and Drug Administration that addressed pre-specified TPPs have been linked to more rapid 85 
regulatory review14.  86 
 87 
There are currently no TPPs available for POC or near POC technologies that test the quality of medical abortion 88 
medicines. Availability of POC devices that can test the quality of medical abortion tablets would facilitate the 89 
implementation of safer and more effective access to abortion care. Development of this TPP provides clear and 90 
consistent requirements to help drive innovation, research, and implementation of an accessible quality testing 91 
device for medical abortion medicines that meet global health needs.  92 

 93 

  94 
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2 Summary: Intervention Indication and Target Users 95 

 96 

This TPP focuses on quality testing of misoprostol as a priority use-case because it is more widely used and 97 
distributed than mifepristone, including for medical abortion and postpartum hemorrhage management. 98 
Misoprostol is also chemically less stable, degrading quickly when exposed to heat and humidity, and its low active 99 
ingredient content (measured in micrograms) makes accurate quality testing technically challenging. In contrast, 100 
mifepristone is more stable and typically manufactured and distributed through more controlled channels. 101 
Therefore, developing a robust, field-appropriate quality testing method for misoprostol addresses a greater 102 
public health need and it would pave the way for mifepristone quality testing in the near future. 103 
 104 
In developing a TPP for a medical abortion product testing device, we recognize that users at different points along 105 
the supply chain have different needs and product requirements. We have therefore created two separate TPPs. 106 
 107 
TPP 1 (Upper level of supply chain) – for use by individuals involved in the procurement and wholesale distribution 108 

of medical abortion products (e.g. Ministries of Health, county governments, large distributors, and other 109 

centralized supply agencies). In addition, the device can be used by regulatory authorities for field screening. 110 

 111 

Upper level of supply chain scenario:   112 

When a shipment of misoprostol tablets is received, stakeholders at the upper level of the supply chain can sample 113 

and test tablets on-site with this device, or it can be used at storage facilities to measure the quality before further 114 

distribution. If the device indicates that a batch contains substandard levels of the active ingredient, the 115 

stakeholders can take immediate action: the suspect batch can be quarantined or rejected outright instead of 116 

being distributed. The stakeholder may then invoke quality safeguards – for example, renegotiating with the 117 

manufacturer or supplier based on the test findings, or enforcing contract clauses that require acceptable quality 118 

before payment is finalized. Such proactive measures strengthen accountability in the supply chain by signaling to 119 

manufacturers that substandard products will not be tolerated. Furthermore, any batch flagged as substandard 120 

by the device should be withheld from downstream distribution.   121 

While this device is not a replacement for compendial laboratory testing, its findings can serve as an early warning: 122 

regulatory bodies can be notified to investigate and perform formal analytical testing on the suspected products. 123 

 124 
 125 
TPP 2 (Lower level of supply chain) – for use by individuals involved at point of distribution or 126 
use of medical abortion products (e.g. pharmacies, hospitals, community centers). 127 
 128 
Lower level of supply chain scenario: 129 

When a pharmacy, clinic, or community health center receives misoprostol tablets—especially from informal or 130 

non-centralized sources—the provider can use this device to test a sample tablet on-site before dispensing it to 131 

patients. If the device indicates that the tablet contains insufficient active ingredient, the provider can 132 

immediately set aside the suspect stock and avoid selling or using it. They may also contact the distributor to 133 

report the issue, request a replacement or refund, and choose to source from a different supplier in the future. In 134 

some cases, the result may prompt the provider to stop working with a supplier altogether. This enables frontline 135 

health workers to play an active role in ensuring medicine quality, even in settings where regulatory oversight is 136 

weak or formal quality assurance is lacking.  137 

 138 
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The device can also be used as a spot-check tool to verify the quality of products already in stock, or to build trust 139 

with patients concerned about counterfeit or ineffective medicines. While the tool is not a substitute for official 140 

regulatory testing, it empowers providers to detect substandard products early and take action to protect patient 141 

safety. 142 

 143 
Upper‐level supply chain settings (ministries of health, large distributors, etc.) generally have more budget, more 144 
controlled environments, better technical infrastructure and trained staff. By contrast, lower‐level supply chain 145 
settings (pharmacies, clinics or community health care centers) need a low‐cost, portable, easy‐to‐use screening 146 
tool with minimal training. Regulatory and distribution contexts might also differ: in some countries medical 147 
abortion medicines are strictly channeled through official systems, while in others they circulate informally. 148 
Because quality problems are common, having two TPPs lets us tailor requirements for each level – such as 149 
balancing cost, training level, and portability for centralized procurement sites/ labs versus point‐of‐care settings.  150 
 151 
The testing device is intended for use by various stakeholders across the supply chain to assess the quality of 152 
medical abortion medicines. It does not replace the formal analytical testing required for regulatory approval or 153 
official quality certification, but supports flagging potential substandard or falsified products.  154 
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3. TPP 1 (Upper level of supply chain):  Core Variables  155 

 156 

Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

 

Product Overview & Target Context 

 

1: 

Intended use 

A device to assess the presence of sufficient 
active pharmaceutical ingredient (API) of 
misoprostol in a tablet at the near point-of-
care.  

A device to assess the presence of 
sufficient active pharmaceutical 
ingredient of misoprostol and 
mifepristone in a tablet at the near 
point-of-care.   

In practical use, when a shipment of 

misoprostol tablets is received, stakeholders 

at the upper level of the supply chain can 

sample and test tablets on-site with this 

device. 

 

If the device indicates that a batch contains 

substandard levels of the active ingredient, the 

stakeholders can take immediate action: the 

suspect batch can be quarantined or rejected 

outright instead of being distributed. The 

stakeholder may then invoke quality 

safeguards – for example, renegotiating with 

the manufacturer or supplier based on the test 

findings, or enforcing contract clauses that 

require acceptable quality before payment is 

finalized.  

 

Such proactive measures strengthen 

accountability in the supply chain by signaling 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

to manufacturers that substandard products 

will not be tolerated.  

 

Furthermore, any batch flagged as 

substandard by the device should be withheld 

from downstream distribution. 

 

While this device is not a replacement for 

compendial laboratory testing, its findings can 

serve as an early warning: regulatory bodies 

can be notified to investigate and perform 

formal analytical testing on the suspected 

products. 

 

Letrozole is excluded from the list of target 

products prioritized for measurement in this 

TPP because additional evidence is needed on 

its safety, effectiveness, and acceptability. 

2: 

Target Use 
Setting 

Upper level of the supply chain, including 

procurement and wholesale distribution 

settings of medical abortion products (e.g. 

Ministries of Health, county governments, 

large distributors, and other centralized 

supply agencies). In addition, the device can 

be used by regulatory authorities for field 

screening. 

Same as minimum  The tablets can be tested before being 
distributed to the abortion care providers 
(healthcare facilities, pharmacies) 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

 

3: 
 
Target operator 
and skills 

Individuals working at upper-level supply 

chain settings, including the procurement 

level/ wholesale distributor’s location or 

associated laboratories 

 

Requires a basic skill set and training 
depending on the background of person and 
technology 
 

 

Same as minimum 

 

 

 

 
Requires minimal skill set and training, 
depending on background of person 
and technology 
 

 

The responsibility of quality testing cannot be 

shifted onto users themselves, especially when 

dealing with sensitive medications such as 

abortion drugs, where individuals may not 

have the means, knowledge, or safe conditions 

to verify quality. Users must be able to trust 

that the medicines they obtain are genuine 

and effective, without facing the added 

burden of testing or uncertainty.  

 

• No skills: Lay person with no 

healthcare or technical background 

• Minimal skills: Lay person or staff 

member after brief demonstration 

• Basic skills: Trained pharmacy or 

healthcare support staff. 

• Advanced skills: Healthcare 

professional 

• Specialist skills: Laboratory-qualified 

professional 

 

 

Product Design & Functionality 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

4: 
 
Portability 

Moveable by one person, a small table-top 
device that can be carried/moved with or 
without the help of a cart.  

Handheld device.  Handheld is the optimistic option for 

maximum access.  

Minimum target for the benchtop device is 
based on the current weight and dimension of 
a mobile mini-laboratory 15, and airline 
allowed weight for check-in luggage. 
Optimistic weight has been based on the 
maximum recommended weight for a woman 
to manually lift 16. 
 
Minimum target for the handheld device is 
based on the current weight and dimension of 
a Handheld Raman Analyzer 17. Optimistic 
weight and dimensions are based on a 
smartphone. 

5: 

 

Required 

accessories 

None  
 

None Reducing dependence on companion parts 
simplifies deployment, especially in rural areas 
with limited supply chains or import 
restrictions. 

Additional accessories  could include for 
example a probe, sample holder, or UV 
viewing box. These accessories do not relate 
to those needed for sample preparation 

6: 

Training 
requirements 

Basic operation (instrument handling, 
sample preparation, running 
measurements): maximum 2 day of hands-

Basic operation (instrument handling, 
sample preparation, running 
measurements): maximum 1 day of 
remote or self-training (for example 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

on training is sufficient for someone with 
prior lab experience. 
 
 
Data interpretation and routine quality 
control use: requires maximum 2 weeks to 
get comfortable with 
 

online video instructions) is sufficient 
for someone with prior lab 
experience. 
 
Data interpretation and routine 
quality control use: requires maximum 
1 week to get comfortable with 

7: 

Languages 
required for 
operating 

English 
Language of target countries 

Same as minimum 
 
 

 

8: 
 
Results display 
and 
interpretation 

Requires companion device provided by the 
user (no onboard display or result output)  
 
 
Result is displayed immediately e.g. as 
yes/no or as % API detected. Results are 
easy and intuitive to interpret. 
 

Integrated display with onboard result 
interpretation or companion device is 
not needed for result display. 
 
Result is displayed immediately e.g. as 
yes/no or as % API detected. Results 
are easy and intuitive to interpret. 

 

9: 
 
Connectivity 

Test results can be transferred to a laptop/ 
tablet using a cable or by using Bluetooth.  
 
 

Same is minimum 
 
  

There is a need to transfer results to device 
(computer/ tablet/smartphone), in order to 
ensure adequate storage of the test results 
and printing if needed.  
 
The output should be universal, e.g. USB3 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

10: 
 
Internal results 
storage 

100 tests 500 tests Requirement on the minimum numbers of 
results that can be stored within the device 
before it runs out of storage capacity.  
 
*Only applicable for multi use devices 

11: 
 
Data security 

Reference libraries, algorithms and 
generated data should be appropriately 
protected. 

Same as minimum *Only applicable for multi use devices 
 

12: 
 
Software - 
Interoperability 
standards and 
format 

Software runs on commonly available 
operating systems including their older 
versions.  
 
Data output is given in several appropriate 
file formats, including .csv. 
 
 
Software updates are provided free of 
charge 

Device can be operated by a 
smartphone or no software for 
analysis of results required.  
 
Data output is given in several 
appropriate file formats, 
including .csv.  
 
Software updates are provided free of 
charge and are available for older 
versions of commonly available 
operating systems. 

*Only applicable if software is required. 

13: 
 
Software 
functionality & 
user access 

Single-user application with basic interface; 
fixed data output. 
 
No differentiation between user types. 
 
No automatic data sharing through a 
centralized dashboard. 

Multi-user platform with role-based 
access 
 
Includes data sharing between (inter-) 
national users, centralized dashboard 
to view aggregated results, and 
automatic notifications/alerts when 
substandard products are detected. 

*Only applicable if software is required. 
 
For example, users at higher-level settings can 
access detailed analytical data, and exportable 
reports (e.g., PDFs for data filing), while lower-
level users receive simplified outputs (e.g., 
pass/fail or semi-quantitative).  
 



 Misoprostol and Mifepristone POC Quality Testing- TPP                                                   Version: <1.2 March-2026> 

13 

 

Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

14: 

Support 

Full support through a website chat box, 
WhatsApp/Wechat assistance, with email 
replies guaranteed within 24 hours 
 
 

Full support through a website chat 
box, WhatsApp/Wechat assistance, 
and a toll-free number, with email 
replies guaranteed within 24 hours  
 
 

 

15: 
 
Sample 
preparation 

Minimal destruction of tablet sample is 
needed for the device to measure the 
quality. 
 
Tablet must be free from packaging (box and 
blister) 
 
Could require simple sample preparation 
(e.g. no usage of solvent use besides distilled 
water or alcohol, maximum three steps).  
 
Sample preparation can be done using basic 
laboratory equipment, such as a mortar, 
pestle and vortex mixer 

No destruction of tablet sample is 
needed for the device to measure the 
quality. 
 
Tablet must be free from packaging 
(box only, measurement through 
blister) 
 
No additional sample preparation 
required. 
 
 

Misoprostol tablets are typically sealed 
individually in aluminum blister packs, which 
protect them from moisture and humidity, as 
the tablets are highly sensitive to moisture. 
 
Primary packaging consists of aluminum 
blisters, while secondary packaging typically 
includes a small cardboard box. 
 
 

16: 
 
Reagents 
Requirement 

Reagents might be required, but are easily 
accessible in LMIC 

No reagents are required.  As mentioned under ‘sample preparation’, 
reagents may include distilled water or 
alcohol, which in general are available at basic 
pharmacies  

17: 
 
Measurement 
Time 

Under 10 minutes Under 5 minutes The measurement time does not include 
sample preparation 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

 

Technology & Performance 

 

 

Single use device 

 

18A: 
 
Target product 

Device can only be used for misoprostol 
tablets 

Same as minimum 
 
Plus: 
Device can be used for mifepristone 
tablets 

This TPP focuses on misoprostol for the quality 

testing device as a priority because it is more 

widely used and distributed than mifepristone, 

including medical abortion and postpartum 

hemorrhage management. Misoprostol is also 

chemically less stable, degrading quickly when 

exposed to heat and humidity, and its low 

active ingredient content (measured in 

micrograms) makes accurate quality testing 

technically challenging. 

 

A single use device is defined as a disposable 

one time use only  

 

19A: 
 
Quantitation 

Semi-quantitative  Same as minimum The device is not intended to replace the 
formal analytical testing required for 
regulatory approval or official quality 
certification. 
 
Definitions 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

• Semi-quantitative: provides a yes/no 
or range rather than an exact amount. 

• Quantitative: provides an exact 
numerical measurement of the API 
amount present. 

 
For a single-use device, operation and 
interpretation should be as simple as possible, 
giving a clear binary result: 

• Yes — tablet contains sufficient 
misoprostol API. 

• No — tablet contains insufficient 
misoprostol API. 

 

20A: 

 

Analytical 

specificity/ 

selectivity 

No interference from other excipients 
commonly used in the target product 
(misoprostol tablets or mifepristone tablets) 
formulations. 

Same as minimum  

21A: 
 
Limit of 
Detection (LOD) 

90% of the label claim 
 
 
 

 
 

90% of the label claim 
 
 
 
 

Misoprostol tablets for medical abortion are 
labeled to contain 200 micrograms of API. 
International quality standards require 90–
110% of the label claim, corresponding to 
180–220 micrograms.  
→ Tablets containing less than 180 
micrograms (90%) of misoprostol API are 
considered substandard products. 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

The Limit of Detection (LOD) is the lowest 
amount that a device can detect.  
 
For example, considering the label claim of 
misoprostol is 200 micrograms per tablet: 

• 90% LOD: 180 micrograms is the 
lowest amount that the device can 
detect. 

• 50% LOD: 100 micrograms is the 
lowest amount that the device can 
detect. 

• 10% LOD: 20 micrograms is the lowest 
amount that the device can detect. 

 
To enable a semi-quantitative device that 
indicates whether a misoprostol tablet is of 
good quality (using the cut-off value of 180 
micrograms), the LOD should be set at 90%. 

22A: 
 
Limit of 
Quantification 
(LOQ) 

Not applicable for semi-quantitative devices Not applicable for semi-quantitative 
devices 

*Only applicable for quantitative tests 
 

23A: 

Sensitivity and 
specificity for 
detecting the 
target 

Sensitivity 80 %  
Specificity 80 %  

Sensitivity 95%  
Specificity 95% 

A minimum sensitivity and specificity of ≥80% 
is acceptable because it reflects a reasonable 
balance between technical feasibility and 
public health benefit—allowing the device to 
identify most severely substandard tablets 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

substance at 
the limit of 
detection 

(well below the 90–110% label claim) while 
recognizing that some margin of error is 
tolerable in low-resource settings. This level is 
consistent with established benchmarks for 
triage or first-line tools in global health, where 
perfect accuracy is not always achievable but 
early detection still provides significant value. 
 
At the optimal level, ≥95% sensitivity and 
specificity ensures the device can reliably 
distinguish between very low-API tablets and 
those within or near the acceptable range. 
This higher threshold supports confident 
decision-making, minimizes false positives and 
negatives, and aligns with standards used for 
high-quality diagnostics intended to trigger 
regulatory or supply chain action. 
 

24A: 
 
Calibration 

Calibration of the device is not needed  Calibration of the device is not needed  

25A: 
 
Robustness  

Method should be robust to different 
analytical procedure parameters, ambient 
temperature, humidity and duration of the 
procedure. 

Same as minimum  

26A: 
 
Reproducibility 

Method should give reproducible results 
when device is used by a different person, 

Same as minimum  
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

on a different day and in a different place 
after transport. 

27A: 

Maintenance 
Requirements 

No maintenance needed 
 

Same as minimum 
 

 

28A: 

Internal 
Control/ 
Reference 

Optional internal control/ reference items 
(e.g. values, standards) are either included 
or inexpensive and readily available in LMIC. 

No internal control or reference items 
needed 

Built-in controls improve reliability, ensure 
test validity, and enhance user trust—
particularly critical when devices are used in 
decentralized settings. 

29A: 

Companion 
equipment 

No companion equipment is required 
 
 

No companion equipment is required 
 
  
 

Eliminating reliance on external equipment 
simplifies implementation and improves 
usability in clinics with limited infrastructure 
and in home settings. 

 
Multi use device 

 

 18B: 

Target product 

Device can only be used for misoprostol 
tablets 
 
Device has the potential to measure other 
APIs 

Same as minimum 
 
Plus: 
Device can be used for mifepristone 
tablets 
 
Device can be used for testing other 
API, for which methodologies and 
reference libraries exist (or can be 
developed)  

For higher end technologies, such as the NIR 
(Near-Infrared) or Raman technologies, 
methods could be developed and validated to 
measure other API’s using the same device.  
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

19B: 

Quantitation 

 

Semi-quantitative Quantitative 
 

The device is not intended to replace the 
formal analytical testing required for 
regulatory approval or official quality 
certification.  
 
A quantitative version of the device could be 
useful at upper levels settings, where users 
may include Ministries of Health, procurement 
agencies, and regulators. In some settings, 
access to accredited laboratory facilities may 
be limited or unavailable, meaning tablets 
cannot easily be sent for confirmatory testing. 
In such situations, a more precise numerical 
result can support evidence-based decisions 
on product acceptance, distribution, 
investigation of suspected substandard 
medicines, and supply chain quality 
monitoring. 
 
Definitions 

• Semi-quantitative: provides a yes/no 
or range rather than an exact amount. 

• Quantitative: provides an exact 
numerical measurement of the API 
amount present. 

 

20B: 
 

No interference from other excipients 
commonly used in the target product 

Same as minimum  
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

Analytical 
specificity/ 
selectivity 

(misoprostol tablets or mifepristone tablets) 
formulations. 

21B 

Limit of 
Detection (LOD) 

90% of the label claim 
 
 
 

 
 

10% of the label claim 
(assuming a quantitative device) 
 
 
 
 

Misoprostol tablets for medical abortion are 
labeled to contain 200 micrograms of API. 
International quality standards require 90–
110% of the label claim, corresponding to 
180–220 micrograms.  
→ Tablets containing less than 180 
micrograms (90%) of misoprostol API are 
considered substandard products. 
 
The Limit of Detection (LOD) is the lowest 
amount that a device can detect (provide 
yes/no).  
The Limit of Quantification (LOQ) is the lowest 
amount that a device can measure (provide a 
number)  
 
For example, considering the label claim of 
misoprostol is 200 micrograms per tablet: 

• 90% LOD/LOQ: 180 micrograms is the 
lowest amount that the device can 
detect (LOD) or measure (LOQ). 

• 50% LOD/LOQ: 100 micrograms is the 
lowest amount that the device can 
detect (LOD) or measure (LOQ). 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

• 10% LOD/LOQ: 20 micrograms is the 
lowest amount that the device can 
detect (LOD) or measure (LOQ). 

 
To enable a semi-quantitative device that 
indicates whether a misoprostol tablet is of 
good quality (using a cut-off value of 180 
micrograms), the LOD should be set at 90%. 
 
To support the use case of quantitative device 
in the upper level settings, the LOQ could be 
set at 100 micrograms (50% of the label claim). 
This allows the device to generate reliable 
numerical results across a clinically and 
programmatically relevant range, enabling 
higher-level users to distinguish between 
compliant products, moderately degraded 
tablets, and clearly substandard medicines. 
 
In general, the LOD is about one tenth of the 
LOQ. For example, a 50% LOQ (100 
micrograms) corresponds to a 5% LOD (10 
micrograms). However, because misoprostol is 
present at very low microgram levels, a 10% 
LOQ is considered more feasible. 

22B: 
 Not applicable for semi-quantitative devices 50% of the label claim 

 
*Only applicable for quantitative tests 
 
See explanation at ‘Limit of Detection (LOD)’ 
variable 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

Limit of 
Quantification 
(LOQ) 

 

23B: 

Sensitivity and 
specificity for 
detecting the 
target 
substance at 
the limit of 
detection 

Sensitivity 80%  
Specificity 80%  

Sensitivity 95%  
Specificity 95% 

A minimum sensitivity and specificity of ≥80% 
is acceptable because it reflects a reasonable 
balance between technical feasibility and 
public health benefit—allowing the device to 
identify most severely substandard tablets 
(well below the 90–110% label claim) while 
recognizing that some margin of error is 
tolerable in low-resource settings. This level is 
consistent with established benchmarks for 
triage or first-line tools in global health, where 
perfect accuracy is not always achievable but 
early detection still provides significant value. 
 
At the optimal level, ≥95% sensitivity and 
specificity ensures the device can reliably 
distinguish between very low-API tablets and 
those within or near the acceptable range. 
This higher threshold supports confident 
decision-making, minimizes false positives and 
negatives, and aligns with standards used for 
high-quality diagnostics intended to trigger 
regulatory or supply chain action. 
 

24B: 
Calibration 

Calibration of the device is needed, can be 
performed by the user 

Calibration of the device is needed, 
can be performed by the user 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

Calibration time is maximum 10 minutes Calibration time is maximum 5 
minutes 

25B: 

Robustness 

Method should be robust to different 
analytical procedure parameters, ambient 
temperature, humidity and duration of the 
procedure. 

Same as minimum  

26B: 

Reproducibility 

Method should give reproducible results 
when device is used by a different person, 
on a different day and in a different place 
after transport. 

Same as minimum  

27B: 

Maintenance 

Requirements 

LMIC-based third party vendors can provide 
maintenance. 
 
Spare parts are available within 4 weeks 
after placement of the order 
 
Recalibration or servicing are needed every 
two years 

Maintenance can be performed by 
user itself 
 
Spare parts are available within 2 
weeks after placement of the order 
 
Recalibration or servicing are needed 
every three years 

Devices requiring minimal maintenance but 
with accessible support pathways are essential 
for long-term use in resource-limited settings. 
Reliance on international service may not be 
sustainable or responsive. 

28B: 

Internal 

Control/ 

Reference 

Optional internal control/ reference items 
(e.g. reference library, values, standards) are 
either included or inexpensive and readily 
available in LMIC. 

No internal control needed Built-in controls improve reliability, ensure 
test validity, and enhance user trust—
particularly critical when devices are used in 
decentralized settings. 

29B:  

Companion 

equipment 

Small, portable, reusable tabletop devices 
may be required to process samples for 
tests. 

Small, portable, reusable handheld 
device, or no companion equipment 
required. 

Eliminating reliance on external equipment 
simplifies implementation and improves 
usability in clinics with limited infrastructure 
and in home settings. 

 

Cost & Financial Sustainability 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

 

31: 

 

Device cost  

Single use device: 
Under $10 
 
Multi use device: 
Under $3000  
 

Single use device: 
Under $5 
 
Multi use device: 
Under $250 
 

Upfront cost of the device/technology. Should 
be priced appropriately for intended markets, 
or supplier should be willing to negotiate on 
pricing. 

32: 
 
Cost per test 

If consumables and/or single use items (for 
example sample holder, cartridge) are 
required, one test should cost less than $10. 
 

If consumables and/or single use 
items (for example sample holder, 
cartridge) are required, one test 
should cost less than $5. 
 
If no consumables and/or single use 
items are required, there are no 
additional costs per test 
 

*Excluding costs for personnel  
 

33: 
 
Cost of 
software 

Software is offered at an affordable cost 
with discount options for low-resource 
settings. 

Software is offered free of charge and 
made available open-source. 

*Only applicable if software is required 

34: 
 
Accessibility 

Company provides shipment to every 
country with appropriate documentation for 
import of device and consumables. 

Same as minimum  

35: 
 
Availability 

Robust supply chain management for 
devices and consumables with minimized 
risk of stockouts in case of increased 
demand.  
 

Same as minimum  
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

Components to operate the device are 
readily available from several LMIC sources. 

36: 

 

Volume 

estimates 

Volumes compatible with targeted use by 
central procurement entities in high-need 
regions.  
 
This assumes initial adoption by national 
Ministries of Health, large distributors, and 
central supply agencies to test misoprostol 
quality for medical abortion in key markets, 
covering the most critical supply channels 
without extending to every outlet. 

Volumes compatible with broad 
integration across supply chains for 
misoprostol (used for several 
indications including medical abortion, 
PPH, and gastric ulcer management).  
 
This scenario reflects uptake by 
procurement agencies, umbrella 
health facilities, NGOs, and large 
pharmacy networks, supported by 
inclusion in national quality control 
programs.  

For higher-end analytical platforms (e.g., near-
infrared spectroscopy), broader interest and 
purchasing willingness are expected, as these 
devices could later be extended to test other 
APIs beyond misoprostol—such as 
mifepristone, oxytocin, or other essential 
medicines—once methods are developed. 
While this may not directly increase initial 
testing volumes, it enhances value justification 
and procurement rationale for investing in a 
versatile, multi-analyte testing system. 
 

37: 

Stability / Shelf 

Life / Life cycle 

Single use device: 
Shelf life ≥ 1 years at 30–45°C and 75–90% 
RH.  
 
Multi use device: 
The lifespan of the device is approximately 5 
years, depending on usage intensity, 
environmental conditions, and maintenance 
 

Single use device: 
Shelf life ≥ 2 years at 30–45°C and 75–
90% RH.  
 
Multi use device: 
The lifespan of the device is 
approximately 10 years, depending on 
usage intensity, environmental 
conditions, and maintenance 
 

For supply chain reliability, products should 
remain functional across broad 
temperature/humidity conditions typical of 
LMICs. Shelf stability without cold chain 
simplifies logistics and minimizes stockouts. 
 
Computers and tablets, potential companion 
devices, usually start showing issues after 4-5 
years, QC instruments have a longer life cycle 
but need to be replaced after a certain period 
of use 

 157 

 158 
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  159 

4. TPP 2 (Lower level of supply chain):  Core Variables  160 

 161 
 162 

Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

 

Product Overview & Target Context 

 

1: 
Intended use 

A device to confirm the presence of 
sufficient active pharmaceutical ingredient 
(API) of misoprostol in a tablet at the point-
of-care.  

A device to confirm the presence of 
sufficient active pharmaceutical 
ingredient of misoprostol and 
mifepristone in a tablet at the point-
of-care.   

In practical use, when a pharmacy, clinic, or 

community health center receives misoprostol 

tablets—especially from informal or non-

centralized sources—the provider can use this 

device to test a sample tablet on-site before 

dispensing it to patients. 

 

If the device indicates that the tablet contains 

insufficient active ingredient, the provider can 

immediately set aside the suspect stock and 

avoid selling or using it. They may also contact 

the distributor to report the issue, request a 

replacement or refund, and choose to source 

from a different supplier in the future. In some 

cases, the result may prompt the provider to 

stop working with a supplier altogether. 

This enables frontline health workers to play 

an active role in ensuring medicine quality, 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

even in settings where regulatory oversight is 

weak or formal quality assurance is lacking.  

 

The device can also be used as a spot-check 

tool to verify the quality of products already in 

stock, or to build trust with patients concerned 

about counterfeit or ineffective medicines. 

 

While the tool is not a substitute for official 

regulatory testing, it empowers providers to 

detect substandard products early and take 

action to protect patient safety. 

 

Letrozole is excluded from the list of target 

products prioritized for measurement in this 

TPP because additional evidence is needed on 

its safety, effectiveness, and acceptability. 

 

2: 

Target Use 
Setting 

Setting where the medical abortion 
medicines are distributed to the buyer, or 
the place where the medicines are being 
provided (e.g. pharmacies, hospitals, 
community centers, mobile points).  

Same as minimum  The tablets can be tested before being 
provided to the buyer either once received at 
the facility or in real time. 

3: 
 
Target operator 
and skills 

Individuals working at pharmacies, hospitals, 

community centers 

 

Same as minimum 

 

 
 

The responsibility of quality testing cannot be 

shifted onto users themselves, especially when 

dealing with sensitive medications such as 

abortion drugs, where individuals may not 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

Requires minimal skill set and training, 
depending on background of person and 
technology 
 

 

User with no laboratory, 
medical, pharmaceutical or 
other related training can 
operate the device/test with minimal 
training using clear instructions 
(written, visual, or digital) 

have the means, knowledge, or safe conditions 

to verify quality. Users must be able to trust 

that the medicines they obtain are genuine 

and effective, without facing the added 

burden of testing or uncertainty.  

 
• No skills: Lay person with no 

healthcare or technical background 

• Minimal skills: Lay person or staff 

member after brief demonstration 

• Basic skills: Trained pharmacy or 

healthcare support staff. 

• Advanced skills: Healthcare 

professional 

• Specialist skills: Laboratory-qualified 

professional 

 

 

Product Design & Functionality 

 

4: 
 
Portability 

Handheld device, can be carried in a 
backpack  
 

Handheld device, can be carried in a 
backpack 

Handheld is the optimistic option for 

maximum access.  

 
Minimum target for the benchtop device is 
based on the current weight and dimension of 
a mobile mini-laboratory 15, and airline 



 Misoprostol and Mifepristone POC Quality Testing- TPP                                                   Version: <1.2 March-2026> 

29 

 

Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

allowed weight for check-in luggage. 
Optimistic weight has been based on the 
maximum recommended weight for a woman 
to manually lift 16. 
 
Minimum target for the handheld device is 
based on the current weight and dimension of 
a Handheld Raman Analyzer 17. Optimistic 
weight and dimensions are based on a 
smartphone. 

5: 

 

Required 

accessories 

None 
 

None Reducing dependence on companion parts 
simplifies deployment, especially in rural areas 
with limited supply chains or import 
restrictions. 

Additional accessories could include for 
example a probe or sample holder. These 
accessories do not relate to those needed for 
sample preparation 

6: 

Training 
requirements 

Basic operation (instrument handling, 
sample preparation, running 
measurements): maximum two days of 
remote or self-training (for example online 
video instructions) is sufficient for someone 
without prior lab experience. 
 
 

Basic operation (instrument handling, 
sample preparation, running 
measurements): maximum ½ day of 
remote or self-training (for example 
online video instructions) is sufficient 
for someone without prior lab 
experience. 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

Data interpretation and routine quality 
control use: requires maximum ½ week to 
get comfortable with 

Data interpretation and routine 
quality control use: requires maximum 
1 day to get comfortable with 

7: 

Languages 
required for 
operating 

English 
Language of target countries 

Same as minimum 
 
 

 

8: 
 
Results display 
and 
interpretation 

Integrated display with onboard result 
interpretation or companion device is not 
needed for result display. 
 
Result is displayed immediately e.g. as 
yes/no. Results are easy and intuitive to 
interpret. 
 
 

Same as minimum  

9: 
 
Connectivity 

Test results can be transferred to a laptop/ 
tablet using a cable or by using Bluetooth. 
 
 

Same is minimum 
 
  

There is a need to transfer results to device 
(computer/ tablet/smartphone), in order to 
ensure adequate storage of the test results 
and printing if needed.  
 
The output should be universal, e.g. USB3 
 

10: 
 
Internal results 
storage 

50 test 100 tests Requirement on the minimum numbers of 
results that can be stored within the device 
before it runs out of storage capacity.  
 
*Only applicable for multi use devices 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

11: 
 
Data security 

Generated data should be appropriately 
protected. 

Same as minimum *Only applicable for multi use devices 
 

12: 
 
Software - 
Interoperability 
standards and 
format 

Software runs on commonly available 
operating systems including their older 
versions.  
 
Data output is given in several appropriate 
file formats, including .csv. 
 
 
Software updates are provided free of 
charge 

Device can be operated by a 
smartphone or no software for 
analysis of results required.  
 
Data output is given in several 
appropriate file formats, 
including .csv.  
 
Software updates are provided free of 
charge and are available for older 
versions of commonly available 
operating systems. 

*Only applicable if software is required. 

13: 
 
Software 
functionality & 
user access 

Single-user application with basic interface; 
fixed data output. 
 
No differentiation between user types. 
 
No automatic data sharing through a 
centralized dashboard. 

Multi-user platform with role-based 
access 
 
 
Includes data sharing between (inter-) 
national users, centralized dashboard 
to view aggregated results, and 
automatic notifications/alerts when 
substandard products are detected. 

*Only applicable if software is required. 

14: 

Support 

Full support through a website chat box, 
WhatsApp/Wechat assistance, with email 
replies guaranteed within 24 hours 
 

Full support through a website chat 
box, WhatsApp/Wechat assistance, 
and a toll-free number, with email 
replies guaranteed within 24 hours  
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

 

15: 
 
Sample 
preparation 

Minimal destruction of tablet sample is 
needed for the device to measure the 
quality. 
 
Tablet must be free from packaging (box and 
blister) 
 
 
No additional sample preparation required. 
 
 

No destruction of tablet sample, is 
needed for the device to measure the 
quality 
 
Tablet must be free from packaging 
(box only, measurement through 
blister) 
 
No additional sample preparation 
required. 
 
 

Misoprostol tablets are typically sealed 
individually in aluminum blister packs, which 
protect them from moisture and humidity, as 
the tablets are highly sensitive to moisture. 
 
Primary packaging consists of aluminum 
blisters, while secondary packaging typically 
includes a small cardboard box 

16: 
 
Reagents 
Requirement 

No reagents are required.  
 

No reagents are required.  As mentioned under ‘sample preparation’, 
reagents may include distilled water or 
alcohol, which in general are available at basic 
pharmacies 

 
17: 
 
Measurement 
Time 

Under 5 minutes Under 1 minute The measurement time does not include 
sample preparation 

 

Technology & Performance 

 

 

Single use device 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

18A: 
 
Target product 

Device can only be used for misoprostol 
tablets 

Same as minimum 
 
Plus: 
Device can be used for mifepristone 
tablets 

This TPP focuses on misoprostol for the quality 

testing device as a priority because it is more 

widely used and distributed than mifepristone, 

including medical abortion and postpartum 

hemorrhage management. Misoprostol is also 

chemically less stable, degrading quickly when 

exposed to heat and humidity, and its low 

active ingredient content (measured in 

micrograms) makes accurate quality testing 

technically challenging. 

 

A single use device is defined as a disposable 

one time use only  

 

19A: 
 
Quantitation 

Semi-quantitative Same as minimum  The device is not intended to replace the 
formal analytical testing required for 
regulatory approval or official quality 
certification. 
 
Definitions 

• Semi-quantitative: provides a yes/no 
or range rather than an exact amount. 

• Quantitative: provides an exact 
numerical measurement of the API 
amount present. 

 
For a single-use device, operation and 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

interpretation should be as simple as possible, 
giving a clear binary result: 

• Yes — tablet contains sufficient 
misoprostol API. 

• No — tablet contains insufficient 
misoprostol API. 

 

20A: 

 

Analytical 

specificity/ 

selectivity 

No interference from other excipients 
commonly used in the target product 
(misoprostol tablets or mifepristone tablets) 
formulations. 

Same as minimum  

21A: 
 
Limit of 
Detection (LOD) 

90% of the label claim 
 
 
 

 
 

90% of the label claim  
 
 
 
 

Misoprostol tablets for medical abortion are 
labeled to contain 200 micrograms of API. 
International quality standards require 90–
110% of the label claim, corresponding to 
180–220 micrograms.  
→ Tablets containing less than 180 
micrograms (90%) of misoprostol API are 
considered substandard products. 
 
The Limit of Detection (LOD) is the lowest 
amount that a device can detect.  
 
For example, considering the label claim of 
misoprostol is 200 micrograms per tablet: 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

• 90% LOD: 180 micrograms is the 
lowest amount that the device can 
detect. 

• 50% LOD: 100 micrograms is the 
lowest amount that the device can 
detect. 

• 10% LOD: 20 micrograms is the lowest 
amount that the device can detect. 

 
To enable a semi-quantitative device that 
indicates whether a misoprostol tablet is of 
good quality (using the cut-off value of 180 
micrograms), the LOD should be set at 90%. 
 

22A: 
 
Limit of 
Quantification 
(LOQ) 

 Not applicable for semi-quantitative devices Not applicable for semi-quantitative 
devices 

*Only applicable for quantitative tests 
 
 

23A: 

Sensitivity and 
specificity for 
detecting the 
target 
substance at 
the limit of 
detection 

Sensitivity 80%  
Specificity 80%  

Sensitivity 95%  
Specificity 95% 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

24A: 
 
Calibration 

Calibration of the device is not needed  Calibration of the device is not needed  

25A: 
 
Robustness  

Method should be robust to different 
analytical procedure parameters, ambient 
temperature, humidity and duration of the 
procedure. 

Same as minimum  

26A: 
 
Reproducibility 

Method should give reproducible results 
when device is used by a different person, 
on a different day and in a different place 
after transport. 

Same as minimum  

27A: 

Maintenance 
Requirements 

No maintenance needed 
 

Same as minimum 
 

 

28A: 

Internal 
Control/ 
Reference 

Optional internal control/ reference items 
(e.g. values, standards) are either included 
or inexpensive and readily available in LMIC. 

No internal control or reference items 
needed 

Built-in controls improve reliability, ensure 
test validity, and enhance user trust—
particularly critical when devices are used in 
decentralized settings. 

29A: 

Companion 
equipment 

No companion equipment is required 
 
 

Same as minimum 
 
  
 

Eliminating reliance on external equipment 
simplifies implementation and improves 
usability in clinics with limited infrastructure 
and in home settings. 

 
Multi use device 

 

 18B: 
Device can only be used for misoprostol 
tablets 

Same as minimum 
 

For higher end technologies, such as the NIR 
(Near-Infrared) or Raman technologies, 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

Target product 
 
Device has the potential to measure other 
APIs 

Plus: 
Device can be used for mifepristone 
tablets 
 
Device can be used for testing other 
API, for which methodologies and 
reference libraries exist (or can be 
developed)  

methods could be developed and validated to 
measure other API’s using the same device.  

19B: 

Quantitation 

Semi-quantitative Semi-quantitative  The device is not intended to replace the 
formal analytical testing required for 
regulatory approval or official quality 
certification. 
 
Definitions 

• Semi-quantitative: provides a yes/no 
or range rather than an exact amount. 

• Quantitative: provides an exact 
numerical measurement of the API 
amount present. 

 
For a lower level setting, assuming users have 
no or limited training, operation and 
interpretation should be as simple as possible, 
giving a clear binary result: 

• Yes — tablet contains sufficient 
misoprostol API. 

• No — tablet contains insufficient 
misoprostol API. 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

20B: 
 
Analytical 
specificity/ 
selectivity 

No interference from other excipients 
commonly used in the target product 
(misoprostol tablets or mifepristone tablets) 
formulations. 

Same as minimum  

21B: 

Limit of 
Detection (LOD) 

90% of the label claim 
 
 
 

 
 

90% of the label claim 
 
 
 
 

The Limit of Detection (LOD) is the lowest 
amount that a device can detect.  
 
For example, considering the label claim of 
misoprostol is 200 micrograms per tablet: 

• 90% LOD: 180 micrograms is the 
lowest amount that the device can 
detect. 

• 50% LOD: 100 micrograms is the 
lowest amount that the device can 
detect. 

• 10% LOD: 20 micrograms is the lowest 
amount that the device can detect. 

 
To enable a semi-quantitative device that 
indicates whether a misoprostol tablet is of 
good quality (using the cut-off value of 180 
micrograms), the LOD should be set at 90%. 
 

22B: 

Limit of 
Quantification 
(LOQ) 

 Not applicable for semi-quantitative devices  Not applicable for semi-quantitative 
devices 

*Only applicable for quantitative tests 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

23B: 

Sensitivity and 
specificity for 
detecting the 
target 
substance at 
the limit of 
detection 

Sensitivity 80%  
Specificity 80%  

Sensitivity 95%  
Specificity 95% 

High sensitivity is crucial to minimize false 
negatives, ensuring that substandard or 
falsified drugs are detected.  
 
High specificity is essential to minimize false 
positives, ensuring that genuine products are 
not incorrectly identified as substandard. 

24B: 
 
Calibration 

Calibration of the device is needed, can be 
performed by the user 
Calibration time is maximum 5 minutes 

Calibration of the device is not needed  

25B: 

Robustness 

Method should be robust to different 
analytical procedure parameters, ambient 
temperature, humidity and duration of the 
procedure. 

Same as minimum  

26B: 

Reproducibility 

Method should give reproducible results 
when device is used by a different person, 
on a different day and in a different place 
after transport. 

Same as minimum  

27B: 

 

Maintenance 

Requirements 

LMIC-based third party vendors can provide 
maintenance. 
 
Spare parts are available within 4 weeks 
after placement of the order 
 
Recalibration or servicing are needed every 
two years 

Maintenance can be performed by 
user itself 
 
Spare parts are available within 2 
weeks after placement of the order 
 
Recalibration or servicing are needed 
every three years 

Devices requiring minimal maintenance but 
with accessible support pathways are essential 
for long-term use in resource-limited settings. 
Reliance on international service may not be 
sustainable or responsive. 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

28B: 

 

Internal 

Control/ 

Reference 

Optional internal control/ reference items 
(e.g. reference library, values, standards) are 
either included or inexpensive and readily 
available in LMIC. 

No internal control needed Built-in controls improve reliability, ensure 
test validity, and enhance user trust—
particularly critical when devices are used in 
decentralized settings. 

29B: 

 

Companion 

equipment 

Small, portable, reusable handheld device. No companion equipment required. Eliminating reliance on external equipment 
simplifies implementation and improves 
usability in clinics with limited infrastructure 
and in home settings. 

 

Cost & Financial Sustainability 

 

31: 

 

Device cost  

Single use device: 
Under $5 
 
Multi use device: 
Under $1000  
 

Single use device: 
Under $2 
 
Multi use device: 
Under $100 
 
 

Upfront cost of the device/technology. Should 
be priced appropriately for intended markets, 
or supplier should be willing to negotiate on 
pricing. 

32: 
 
Cost per test 

If consumables and/or single use items (for 
example sample holder, cartridge) are 
required, one test should cost less than $2. 
 

No consumables and/or single use 
items are required, there are no 
additional costs per test 
 

*Excluding costs for personnel  
 

33: 
 
Cost of 
software 

Software is offered free of charge and made 
available open-source. 

Same as minimum *Only applicable if software is required 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

34: 
 
Accessibility 

Company provides shipment to every 
country with appropriate documentation for 
import of device and consumables. 

Company provides shipment free of 
charge to every country with 
appropriate documentation for import 
of device and consumables. 

 

35: 
 
Availability 

Robust supply chain management for 
devices and consumables with minimized 
risk of stockouts in case of increased 
demand.  
 
Components to operate the device are 
readily available from several LMIC sources. 

Same as minimum  

36: 

 

Volume 

estimates 

Volumes aligned with selective deployment 
of testing tools at key service delivery points 
in high-need areas. 
 
This scenario assumes adoption by district 
hospitals, referral centers, and selected 
community health centers that routinely 
provide medical abortion. The goal is to 
ensure targeted quality assurance where 
misoprostol is most frequently used, 
without requiring broad coverage across all 
facilities or pharmacies. 
 

Volumes aligned with widespread use 
of testing tools across frontline health 
service networks and retail supply 
points. Used for several indications 
including medical abortion, PPH, and 
gastric ulcer management. 
 
This scenario assumes routine 
integration in district and sub-district 
hospitals, community health centers, 
midwife-led clinics, and pharmacy 
chains (public and private) 
 

For higher-end analytical platforms (e.g., near-
infrared spectroscopy), broader interest and 
purchasing willingness are expected, as these 
devices could later be extended to test other 
APIs beyond misoprostol—such as 
mifepristone, oxytocin, or other essential 
medicines—once methods are developed. 
While this may not directly increase initial 
testing volumes, it enhances value justification 
and procurement rationale for investing in a 
versatile, multi-analyte testing system. 
 

37: 

Stability / Shelf 

Life / Life cycle 

Single use device: 
Shelf life ≥ 1 years at 30–45°C and 75–90% 
RH.  
 

Single use device: 
Shelf life ≥ 2 years at 30–45°C and 75–
90% RH.  
 

For supply chain reliability, products should 
remain functional across broad 
temperature/humidity conditions typical of 
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Variable 
 

Minimum 
 

 
Optimum 

 
Annotations 

Multi use device: 
The lifespan of the device is approximately 5 
years, depending on usage intensity, 
environmental conditions, and maintenance 
 

Multi use device: 
The lifespan of the device is 
approximately 10 years, depending on 
usage intensity, environmental 
conditions, and maintenance 
 

LMICs. Shelf stability without cold chain 
simplifies logistics and minimizes stockouts. 
 
Computers and tablets, potential companion 
devices, usually start showing issues after 4-5 
years, QC instruments have a longer life cycle 
but need to be replaced after a certain period 
of use 

163 



 Misoprostol and Mifepristone POC Quality Testing- TPP                                                   Version: <1.2 
March-2026> 

43 

 

3 References 
 

1. Torloni, M. R., Bonet, M., Betrán, A. P., Ribeiro-Do-Valle, C. C. & Widmer, M. 
Quality of medicines for life-threatening pregnancy complications in low- And 
middleincome countries: A systematic review. PLoS ONE vol. 15 (2020). 

2. Bizimana, T., Hagen, N., Gnegel, G., Kayumba, P. C. & Heide, L. Quality of oxytocin 
and misoprostol in health facilities of Rwanda. PLoS One (2021) 
doi:10.1371/journal.pone.0245054. 

3. Bower, J. et al. Quality testing of mifepristone and misoprostol in 11 countries. 
Int. J. Gynecol. Obstet. (2024) doi:10.1002/ijgo.15148. 

4. Hagen, N., Khuluza, F. & Heide, L. Quality, availability and storage conditions of 
oxytocin and misoprostol in Malawi. BMC Pregnancy Childbirth (2020) 
doi:10.1186/s12884-020-2810-9. 

5. Caillet, C. et al. A comparative field evaluation of six medicine quality screening 
devices in Laos. PLoS Negl. Trop. Dis. (2021) doi:10.1371/journal.pntd.0009674. 

6. Guo, S. et al. Pilot testing of dipsticks as point-of-care assays for rapid diagnosis of 
poor-quality artemisinin drugs in endemic settings. Trop. Med. Health (2016) 
doi:10.1186/s41182-016-0015-8. 

7. Ferreyra, C. et al. Developing target product profiles for Neisseria gonorrhoeae 
diagnostics in the context of antimicrobial resistance: An expert consensus. PLoS 
One (2020) doi:10.1371/journal.pone.0237424. 

8. Lewin, S. R. et al. Multi-stakeholder consensus on a target product profile for an 
HIV cure. The Lancet HIV (2021) doi:10.1016/S2352-3018(20)30234-4. 

9. Pellé, K. G. et al. Electronic clinical decision support algorithms incorporating 
point-of-care diagnostic tests in low-resource settings: A target product profile. 
BMJ Glob. Heal. (2020) doi:10.1136/bmjgh-2019-002067. 

10. World Health Organization [WHO]. Target product profiles for needed 
antibacterial agents: enteric fever, gonorrhea, neonatal sepsis, urinary tract 
infections and meeting report. 
https://iris.who.int/bitstream/handle/10665/332124/9789240003897-
eng.pdf?sequence=1 (2020). 

11. World Health Organization. Target product profile directory. 
https://www.who.int/tools/target-product-profile-database. 

12. The Food and Drug Administration - Thailand. The Guideline for Preparation of 
Documents and Manual for Re- Classification of Human Modern Drugs (draft). 
(2017). 

13. Tyndall, A., Du, W. & Breder, C. D. Regulatory watch: The target product profile as 
a tool for regulatory communication: Advantageous but underused. Nature 
Reviews Drug Discovery (2017) doi:10.1038/nrd.2016.264. 

14. Murtagh, M., Blondeel, K., Peeling, R. W., Kiarie, J. & Toskin, I. The relevance of 
target product profiles for manufacturers, experiences from the World Health 
Organization initiative for point-of-care testing for sexually transmitted infections. 



 Misoprostol and Mifepristone POC Quality Testing- TPP                                                   Version: <1.2 
March-2026> 

44 

 

Arch. Public Heal. (2021) doi:10.1186/s13690-021-00708-y. 
15. United States Pharmacopoeial Convention. USP Technology Review: Global 

Pharma Health Fund–MinilabTM. (2020). 
16. Health and Safety Executive. Manual handling at work: A brief guide. 

https://www.hse.gov.uk/pubns/indg143.PDF. 
17. ThermoFisher Scientific. TruScanTM RM Handheld Raman Analyzer. 

https://www.thermofisher.com/order/catalog/product/TRUSCANRM. 
18. Russek-Cohen, E., Feldblyum, T., Whitaker, K. B. & Hojvat, S. FDA perspectives on 

diagnostic device clinical studies for respiratory infections. Clin. Infect. Dis. (2011) 
doi:10.1093/cid/cir056. 

 
 
 
 
 
 

 


