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Table S1: Example of a TPP for a drug. Modified to mask the product (XXX) and included with permission of the owning company. Examples of TPPs for diagnostics are easily available online (see, for example: https://cdn.who.int/media/docs/default-source/in-vitro-diagnostics/calls/tpp-rdt-readers---public-consultation-draft.pdf?sfvrsn=1f78566f_1, https://www.who.int/docs/default-source/documents/health-topics/meningitis/in-vitro-diagnostics-test-multi-pathogen-meningitis-tpp.pdf?sfvrsn=dfa859cc_2). For every aspect addressed by the TPP (“Attribute”, first column), TPPs list a variable number of levels of performance expected for the planned product (columns 2-4). This example reports three possible levels of performance. If the product performs at the lowest level (“Current practice”), it has no or limited little advantage compared to products already available on the market. The highest level corresponds to yet not available features: the product would in this case lead the market. Higher performance levels may include the achievement of lower levels, and provide additional desirable features. Therefore, minimal or basic desirable features may be
 replicated in the cells corresponding to higher performance for the same dimension.
	Attribute
	Current practice
	Minimally acceptable
	Ideal 

	Indication and Usage
	XXX is indicated for the adjunctive treatment of mild to moderate dementia of the Alzheimer’s type who do not carry the APOE e4 allele. An active comparator trial is required.
	XXX is indicated for the adjunctive treatment of mild to moderate dementia of the Alzheimer’s type in patients who do not carry the APOE ε4 allele. APOE testing required and provided by sponsor in accordance with local regulations.
	XXX is indicated for the adjunctive treatment of mild to moderate dementia of the Alzheimer’s type

	Clinical Studies
	Treatment with XXX resulted in clinically and statistically significant benefits in cognition and functional capacity compared to placebo when used adjunctively. Treatment with XXX was equally effective in mildly and moderately demented patients. The observed responder rates were comparable to that of previously approved symptomatic medications for AD
	Treatment with XXX resulted in clinically and statistically significant benefits in cognition and functional capacity compared to placebo when used adjunctively. Treatment with XXX resulted in reduced caregiver stress. Treatment with XXX was equally effective in mildly and moderately demented patients. Responder rates were nominally higher than those of previously approved medications
	Treatment with XXX resulted in clinically and statistically significant benefits in cognition and functional capacity compared to placebo when used adjunctively. Treatment with XXX resulted in reduced caregiver stress and reduced resource utilization for patients and caregivers.  Treatment with XXX was equally effective in mildly and moderately demented patients. Responder rates were nominally higher and of longer duration than those of previously approved medications.

	Dosage and Administration
	Pharmaceutical grade XXX is is intended for oral administration. Dose adjustment may be needed due to APOE status and BMI
	Pharmaceutical grade XXX is intended for oral administration. No adjustments are needed due to gender, BMI, diet or concomitant medications
	Pharmaceutical grade XXX is intended for oral administration. No adjustments are needed due to APOE status, gender, BMI, diet or concomitant medications

	Dosage Forms and Strengths
	XXX comes in capsules that contain XX gm of XX and XX gm of excipients.  
	XXX comes in tablets or capsules that contain XX gm of XX and XX gm of excipients.  
	XXX comes in tablets or capsules that contain XX gm of XX and XX gm of excipients.  administration

	Contraindication
	XXX is contraindicated in patients with suspected inflammatory bowel disease or malabsorption or short-bowel syndrome. XXX is contraindicated in patients with severe liver disease and in patients who have experienced episodes of “X"
	XXX is contraindicated in patients with a diagnosis of inflammatory bowel disease (UC, Crohn's Disease), a history of mal-absorption or short-bowel syndrome. 
	XXX is contraindicated in patients with a confirmed allergy to XXX. 

	Warnings and Precautions
	No evidence of clinically relevant changes was obtained with regards to physical examinations, ECGs. Serum XXX needs to be monitored periodically during the initiation of therapy
	No evidence of clinically relevant changes was obtained with regards to physical examinations, laboratory values or ECGs.
	No evidence of clinically relevant changes was obtained with regards to physical examinations, laboratory values or ECGs.

	Adverse Reactions 
	XXX is generally safe and well-tolerated. The most common adverse events observed were related to GI symptoms and were mild, transient and generally did not lead to discontinuation. Adverse events were more common in subjects radomized to XXX than placebo but the difference was less than 5%. The side effect profile of XXX is consistent with the known profile of other compounds in this class.
	XXX is generally safe and well-tolerated. The most common adverse events observed were related to GI symptoms and were mild, transient and did not lead to discontinuation. No adverse events occurred with a frequency > 5%. The side effect profile of XXX is consistent with the known adverse event profile of other compounds in this class
	XXX is generally safe and well-tolerated. The most common adverse events observed were related to GI symptoms and were mild, transient and did not lead to discontinuation. No adverse event occurred with a frequency > 2%.  The side effect profile of XXX is consistent with the known profile of other compounds in this class.

	Drug Interaction
	XXX interact with known CYP2D6 inhibitors requiring potential adjustments to dose.
	XXX does not have significant interactions with medications commonly used in patients with Alzheimer's Disease. 
	XXX does not have significant interactions with medications commonly used in patients with Alzheimer's Disease.

	Drug Abuse and Dependence
	XXX has no potential for abuse or dependence.
	XXX has no potential for abuse or dependence.
	XXX has no potential for abuse or dependence.

	Overdosage
	X cases of overdoses with XXX were identified during the conduct of phase II and III clinical trials. These overdoses were associated with serious but transient diarrhoea requiring aggressive hydration. No SAEs or deaths were reported in association with any of the overdoses.
	X cases of overdoses with XXX were identified during the conduct of phase II and III clinical trials. These overdoses were associated with significant, but transient diarrhoea. No SAEs or deaths were reported in association with any of the overdoses.
	X cases of overdoses with XXX were identified during the conduct of phase II and III clinical trials. These overdoses were not associated with any adverse events.  No SAEs or deaths were reported in association with any of the overdoses.

	Non-Clinical Toxicology
	No evidence of carcinogenicity. Clinical dose has ~ 3X margin over the NOAEL
	No evidence of carcinogenicity. Clinical dose has ~ 10X margin over the NOAEL
	No evidence of carcinogenicity. Clinical dose has ~ 20X margin over the NOAEL






Table S2: Excluded papers after full-text review with reasons for exclusion.

	Authors
	Year
	Reason

	Adu-Gyamfi et al. (1)
	2021
	No TPP structure

	Adu-Gyamfi et al. (2)
	2020
	No TPP structure

	Ahmad et al. (3)
	2019
	No TPP structure

	Alonzo et al. (4)
	2022
	No TPP structure

	Armistead et al. (5)
	2014
	No TPP structure

	Azimi et al. (6)
	2017
	No TPP structure

	Bachman et al. (7)
	2021
	No TPP structure

	Balaña-Fouce et al. (8)
	2019
	No TPP structure

	Bardon et al. (9)
	2020
	No TPP structure

	Bartsch et al. (10)
	2016
	No TPP structure

	Basilico et al. (11)
	2017
	No TPP structure

	Bayaa et al. (12)
	2021
	No TPP structure

	Beck and Liu (13)
	2019
	No TPP structure

	Hong-Geller et al. (14)
	2010
	No TPP structure

	Bhargav et al. (15)
	2021
	No TPP structure

	Biagini et al. (16)
	2012
	No TPP structure

	Biter et al. (17)
	2018
	No TPP structure

	Bolla et al. (18)
	2020
	No TPP structure

	Bolton et al. (19)
	2011
	No TPP structure

	Borges et al. (20)
	2021
	No TPP structure

	Breder et al. (21)
	2017
	No TPP structure

	Broger et al. (22)
	2017
	No TPP structure

	Brussee et al. (23)
	2021
	No TPP structure

	Buckner and Navabi (24)
	2010
	No TPP structure

	Burrows et al. (25)
	2019
	No TPP structure

	Callahan et al. (26)
	2020
	No TPP structure

	Calvet et al. (27)
	2017
	No TPP structure

	Campbell (28)
	2014
	No TPP structure

	Campbell and Vallejo (29)
	2015
	No TPP structure

	Charoo and Ali (30)
	2013
	No TPP structure

	Chavez et al. (31)
	2015
	No TPP structure

	Chen et al. (32)
	2020
	No TPP structure

	Chirmule et al. (33)
	2020
	No TPP structure

	Cocco et al. (34)
	2021
	No TPP structure

	Cocco et al. (35)
	2021
	Systematic review

	Conde et al. (36)
	2021
	No TPP structure

	Cook et al. (37)
	2014
	No TPP structure

	Craciunas et al. (38)
	2020
	No TPP structure

	Csóka et al. (39)
	2018
	No TPP structure

	Dartois et al. (40)
	2013
	No TPP structure

	Ding et al. (41)
	2021
	No TPP structure

	Ditter et al. (42)
	2018
	No TPP structure

	Dostalek et al. (43)
	2017
	No TPP structure

	Drain et al. (44)
	2019
	No TPP structure

	Durbin and Wilder-Smith (45)
	2017
	No TPP structure

	Dybul et al. (46)
	2021
	No TPP structure

	El Azab (47)
	2021
	No TPP structure

	El-Say et al. (48)
	2021
	No TPP structure

	Emperador et al. (49)
	2019
	No TPP structure

	Entrican et al. (50)
	2021
	No TPP structure

	Fasiolo et al. (51)
	2019
	No TPP structure

	Fernandez-Carballo et al. (52)
	2021
	No TPP structure

	Francis (53)
	2020
	No TPP structure

	Funk et al. (54)
	2021
	No TPP structure

	Georghiou et al. (55)
	2019
	No TPP structure

	Gerlinger et al. (56)
	2020
	No TPP structure

	Gomez et al. (57)
	2018
	No TPP structure

	Goscé et al. (58)
	2019
	No TPP structure

	Grant et al. (59)
	2021
	No TPP structure

	Günther et al. (60)
	2022
	No TPP structure

	Gupta et al. (61)
	2020
	No TPP structure

	Halpern et al. (62)
	2015
	No TPP structure

	Ham et al. (63)
	2015
	No TPP structure

	Ham et al. (64)
	2012
	No TPP structure

	Ham et al. (65)
	2012
	No TPP structure

	Hampson et al. (66)	
	2022
	No TPP structure

	Hemingway (67)
	2014
	No TPP structure

	Henríquez et al. (68)
	2019
	No TPP structure

	Hogan et al. (69)
	2018
	No TPP structure

	Hotez et al. (70)
	2016
	No TPP structure

	Jackson et al. (71)
	2019
	No TPP structure

	Jacobs et al. (72)
	2020
	No TPP structure

	Januskaite et al. (73)
	2020
	No TPP structure

	Kapoor et al. (74)
	2021
	No TPP structure

	Karlen et al. (75)
	2014
	No TPP structure

	Karp et al. (76)
	2015
	No TPP structure

	Kauss et al. (77)
	2013
	No TPP structure

	Keiser and Utzinger (78)
	2012
	No TPP structure

	Khanolkar et al. (79)
	2017
	No TPP structure

	Khurana et al. (80)
	2020
	No TPP structure

	Kik et al. (81)
	2018
	No TPP structure

	Killeen et al. (82)
	2011
	No TPP structure

	Kondo and Sako (83)
	2015
	Publication not in English (Japanese)

	Kotraiah et al. (84)
	2020
	No TPP structure

	Kruchten et al. (85)
	2014
	No TPP structure

	Kumar et al. (86)
	2021
	No TPP structure

	Kumari et al. (87)
	2019
	No TPP structure

	Kumari et al. (88)
	2022
	No TPP structure

	Lafeber et al. (89)
	2022
	No TPP structure

	Lee and McGlone (90)
	2010
	No TPP structure

	Lingg et al. (91)
	2012
	No TPP structure

	Liu et al. (92)
	2020
	No TPP structure

	Llibre et al. (93)
	2018
	No TPP structure

	Love et al. (94)
	2017
	No TPP structure

	Luciani et al. (95)
	2015
	No TPP structure

	Lujan et al. (96)
	2019
	No TPP structure

	Lukashevich et al. (97)
	2019
	No TPP structure

	Lyu et al. (98)
	2021
	No TPP structure

	Mabille et al. (99)
	2022
	No TPP structure

	MacLean et al. (100)
	2019
	No TPP structure

	Makepeace et al. (101)
	2009
	No TPP structure

	Malebo et al. (102)
	2020
	No TPP structure

	Manga et al. (103)
	2016
	No TPP structure

	Marcantonio et al. (104)
	2022
	No TPP structure

	Marie et al. (105)
	2022
	No TPP structure

	Marshall et al. (106)
	2019
	No TPP structure

	Martín-Escolano et al. (107)
	2022
	No TPP structure

	Martín-Escolano et al. (108)
	2021
	No TPP structure

	Martinez-Marquez et al. (109)
	2020
	No TPP structure

	Mduluza and Mutapi (110)
	2017
	No TPP structure

	Mendelsohn et al. (111)
	2021
	No TPP structure

	Meyer et al. (112)
	2020
	No TPP structure

	Michel et al. (113)
	2020
	No TPP structure

	Milner et al. (114)
	2010
	No TPP structure

	Mordt et al. (115)
	2022
	No TPP structure

	Moreira et al. (116)
	2021
	No TPP structure

	Mukadi-Bamuleka et al. (117)
	2022
	No TPP structure

	Mulenga et al. (118)
	2020
	No TPP structure

	Muller et al. (119)
	2014
	No TPP structure

	Murphy et al. (120)
	2017
	No TPP structure

	Mutavhatsindi et al. (121)
	2021
	No TPP structure

	Muzembo et al. (122)
	2022
	No TPP structure

	Nukala et al. (123)
	2019
	No TPP structure

	Ogoma et al. (124)
	2012
	No TPP structure

	Olías-Molero et al. (125)
	2021
	No TPP structure

	Olliaro et al. (126)
	2011
	No TPP structure

	Orlandini et al. (127)
	2013
	No TPP structure

	Page et al. (128)
	2016
	No TPP structure

	Pan-Ngum et al. (129)
	2017
	No TPP structure

	Pantelias et al. (130)
	2022
	No TPP structure

	Paolantonacci et al. (131)
	2018
	No TPP structure

	Patel and Rohan (132)
	2017
	No TPP structure

	Peck et al. (From Cocco’s (35) references; full citation unavaiable)
	2012
	Full-text unavailable, online page does not exist

	Penn-Nicholson et al.(133)
	2022
	No TPP structure

	Penn-Nicholson et al. (134)
	2019
	No TPP structure

	Pham et al. (135)
	2020
	No TPP structure

	Pham et al. (136)	 
	2019
	No TPP structure

	Phillips et al. (137)
	2016
	No TPP structure

	Pidathala et al. (138)
	2012
	No TPP structure

	Politis et al. (139)
	2017
	No TPP structure

	Polli et al. (140)
	2012
	No TPP structure

	Pulkstenis et al. (141)
	2017
	No TPP structure

	Qin et al. (142)
	2021
	No TPP structure

	R &D Alfimepraze (143)
	2008
	No TPP structure

	Rathod et al. (144)
	2020
	No TPP structure

	Raw et al. (145)
	2011
	No TPP structure

	Rawal et al. (146)
	2019
	No TPP structure

	Rayfield et al. (147)
	2017
	No TPP structure

	Roudier et al. (148)
	2015
	No TPP structure

	Salave et al. (149)
	2022
	No TPP structure

	Sam et al. (150)
	2012
	No TPP structure

	Sammut-Powell et al. (151)
	2022
	No TPP structure

	Santos et al. (152)
	2021
	No TPP structure

	Schiefer et al. (153)
	2020
	No TPP structure

	Schlesinger et al. (154)
	2018
	No TPP structure

	Schneider et al. (155)
	2020
	No TPP structure

	Selen et al. (156)
	2014
	No TPP structure

	Shah et al. (157)
	2020
	No TPP structure

	Shoukat et al. (158)
	2018
	No TPP structure

	Silva et al. (159)
	2018
	No TPP structure

	Simpson et al. (160)
	2020
	No TPP structure

	Singhai et al. (161)
	2021
	No TPP structure

	Soeiro (162)
	2022
	No TPP structure

	Specht et al. (163)
	2018
	No TPP structure

	Spooner et al. (164)	 
	2022
	No TPP structure

	Stegemann (165)
	2018
	No TPP structure

	Stegemann et al. (166)
	2022
	No TPP structure

	Stevenson et al. (167)
	2021
	No TPP structure

	Subramanian et al. (168)
	2022
	No TPP structure

	Sulaiman et al. (169)
	2019
	No TPP structure

	Sumner et al. (170)
	2021
	No TPP structure

	Sutherland et al. (171)
	2022
	No TPP structure

	Swain et al. (172)
	2019
	No TPP structure

	Tan et al. (173)
	2016
	No TPP structure

	Tari (174)
	2012
	No TPP structure

	Teng et al. (175)
	2018
	No TPP structure

	Thakkar et al. (176)
	2020
	No TPP structure

	Than and Titapiwatanakun (177)
	2021
	No TPP structure

	Tietje et al. (178)
	2014
	No TPP structure

	Tolley et al. (179)
	2014
	No TPP structure

	Troiano et al. (180)
	2016
	No TPP structure

	Turner et al. (181)
	2020
	No TPP structure

	Turner et al. (182)
	2016
	No TPP structure

	Tyndall et al. (183)
	2017
	No TPP structure

	Vannice et al. (184)
	2019
	No TPP structure

	Visser et al. (185)
	2015
	No TPP structure

	Wang et al. (186)
	2022
	No TPP structure

	Warman et al. (187)
	2013
	No TPP structure

	Warsinske et al. (188)
	2018
	No TPP structure

	Watson and Nosal (189)
	2019
	No TPP structure

	Wen and Jawa (190)
	2021
	No TPP structure

	White and Nosten (191)
	2021
	No TPP structure

	Winter et al. (192)
	2019
	No TPP structure

	Wyatt et al. (193)
	2011
	No TPP structure

	Xu et al. (194)
	2020
	No TPP structure

	Yang et al.  (195)
	2019
	No TPP structure

	Yao et al. (196)
	2022
	No TPP structure

	Yost et al. (197)
	2022
	No TPP structure

	Yu et al. (198)
	2014
	No TPP structure




Table S3: List of citations for the extracted data items “content”, “product type”,
	Data item
	Values
	Citations

	Content
	Developed a new TPP
	(199–258,258–325)

	
	Revised a predefined TPP
	(326–330)

	
	Described a pre-existing TPP
	(331–335)

	Product type
	Therapeutics
	(211–213,215,217,218,220–223,225–227,229–231,234,240,246,247,249,251–254,258,259,266–268,270,272,273,277,280,282,285,292,295,296,299,301,305–308,312,315,316,319–321,323,324,328,334,335)

	
	Diagnostics
	(199–209,218,233,235,238,239,241,243,244,262,274,283,294,295,317,326,327,331,333)

	
	Vaccines
	(242,256,264,271,278,298,311,329)

	
	Medical devices
	(293,314,330)

	
	Other products (e.g., apps, technology, etc.)
	(21,25,27–29,37,41,45,49,50,58,63,65,70,75,76,78,80,84,91,92,96,98,102,104–109,115,118,120,122,123,128,129,132,137,141,144)

	Disease category
	Infectious disease
	(7–20,23,31,33–35,37,46,48,51,52,54–59,61–63,66,68,69,71,72,76–79,81,83,85–88,90,94,95,101,106,112–114,116, 120,122,123,130,134,135,137,142)

	
	Non-infectious disease
	(210,211,213–217,226,231,234,236,237,240,247,249,250,252,260,265,267,269,273,277,279,284,289,297,299,305,309,310,313,314,317,330)

	
	Disease category not specified
	(219,223,225,227–230,232,255,258,259,275,276,280–282,285–287,291–293,300,301,306–308,312,319–322,324,325,332,335,336)

	Affiliation
	Academia
	(208–218,220,224–226,228–232,236,237,240,241,243,245,247–251,255,256,259–261,263–265,267,269,273,276,277,279–282,284–290,293,299–302,305,306,308–310,315,317–319,323,325,327,328,331,332,334,336)

	
	Non-academia
	(219,221,222,252,258,266,270,311,275,257,335,314,316,324,205,203)

	
	Collaborators from academic and non-academic affiliations
	(199–202,204,206,207,223,227,233–235,238,239,242,244,246,253,254,262,268,271,272,274,278,283,291,292,294–298,303,304,307,312,313,320–322,329,330,333)

	Thresholds 
	One threshold
	(201,203,205,206,208,211,213,215,216,218,228–232,234,236,237,240,242,244,245,247–249,253,255,256,258,260,261,263–265,267,269,271,273,275–277,279–282,284–290,292,293,295–297,299–302,305–310,312,313,316,318–322,324,325,328,331,334)

	
	Two thresholds
	(199,200,202,204,207,209,210,212,214,221–224,233,235,238,239,241,243,246,254,257,262,266,268,270,274,283,291,298,303,304,311,314,315,317,323,326,330,333)

	
	Three thresholds
	(259,272,278)

	
	Not reported
	(217,219,220,225–227,250–252,294,327,329,332,335,336)

	Categories 
	Papers categorising TPP features
	(200–202,204,207,209,218,233,235,238,239,241,243,257,262,266,274,283,291,293,314)

	
	Papers reporting the category “Scope” (most reported category)
	(200–202,204,207,209,218,233,235,238,239,241,243,257,262,274,283,291,314)




Table S4: Distribution of target product profiles (TPPs) by disease category and specific disease. Abbreviations: TB: Tuberculosis; HIV: Human Immunodeficiency Virus; COVID-19: Coronavirus Disease 19; COPD: Chronic Obstructive Pulmonary Disease; STDs: Sexually Transmitted Diseases

	Disease category
	Specific disease
	Number of publications

	Infectious
	Malaria
	12

	
	TB
	8

	
	HIV
	6

	
	COVID-19
	4

	
	Dengue fever
	3

	
	Schistosomiasis
	3

	
	Chagas disease
	3

	
	Leishmaniasis
	3

	
	STDs
	2

	
	Cryptosporidiosis
	2

	
	Zika virus
	2

	
	Rift Valley fever
	1

	
	Fungal infection
	1

	
	Soil-transmitted helminths
	1

	
	Poliomyelitis
	1

	
	Sepsis
	1

	
	Bacterial and non-bacterial infections
	1

	
	HIV and STDs
	1

	
	Hepatitis C
	1

	
	Taenia solium 
	1

	
	Shigellosis
	1

	
	Lower respiratory infections
	1

	
	Viral infections
	1

	
	Typhoid fever
	1

	
	Rheumatic fever
	1

	
	Lassa virus
	1

	
	Neglected Tropical Diseases
	1

	
	NA
	1

	Total
	
	65

	Non-infectious
	NA
	3

	
	Psychiatric (general)
	3

	
	Hypertension
	2

	
	Schizophrenia
	2

	
	Genetic disorders
	2

	
	Cholesterolemia
	1

	
	Skin disease
	1

	
	Cancer
	1

	
	Osteoarthritis
	1

	
	COPD
	1

	
	Skin cancer
	1

	
	Cardiac disease (heart failure)
	1

	
	Monoclonal antibodies production
	1

	
	Alzheimer's disease
	1

	
	Malnutrition
	1

	
	Dermatological disease (Rosacea)
	1

	
	Leukaemia
	1

	
	Chronic respiratory disease
	1

	
	Skin permeation chemicals
	1

	
	Cardiometabolic disease
	1

	
	Hyperlipidaemia
	1

	
	Cancer therapy delivery systems
	1

	
	Wound pain management
	1

	
	Binge eating disorder
	1

	
	Gastrointestinal disease
	1

	
	Acute liver injury
	1

	
	Gastric ulcer
	1

	
	Diabetes
	1

	Total
	
	35

	Other
	NA
	33

	
	Skin disease
	1

	
	Eye conditions
	1

	
	Skin conditions
	1

	
	Respiratory disease
	1

	Total
	
	37

	NA
	NA
	1

	Total
	
	1

	Grand Total
	
	138



Figure S1: Number of TPP features across 29 TPPs for diagnostic tests.
[image: ]

Figure S2: Number of TPP features across 57 TPPs for therapeutics.

[image: ]

Figure S3: Number of TPP features across TPPs for other products.
[image: ]
Table S5: Comprehensive list of TPP features for all product types. The frequency of each feature is reported between brackets.
	Diagnostics
	Drugs
	Vaccines
	Medical devices
	Other products

	Testing Sensitivity and specificity (n=27)
	Route of administration (n=32)
	Indication (n=6)
	Indication (n=2)
	Route of administration (n=28)

	Indication (n=23)
	 Stability/shelf life (n=29)
	Target population (n=4)
	Cost of test/product/reimbursement (n=2)
	 Stability/shelf life (n=26)

	Target population (n=23)
	Dosage form (n=23)
	Repeatability, stability (n=4)
	Data output (n=2)
	 Dosage strength (n=25)

	Target user (n=22)
	 Dosage strength (n=23)
	Storage conditions and shelf life (n=3)
	Accuracy (n=2)
	Dosage form (n=23)

	Sample type (n=20)
	Indication (n=18)
	Dose regimen and amount (n=3)
	Target user (n=1)
	Container closure system (n=13)

	Time to result (n=19)
	Dose regimen and amount (n=18)
	Route of administration (n=3)
	Setting (n=1)
	Pharmacokinetics (n=11)

	Cost of test/product/reimbursement (n=18)
	Safety (for individuals) (n=18)
	Duration of Protection (n=3)
	 Stability/shelf life (n=1)
	Dosage form design (n=8)

	Specimen preparation (n=17)
	Cost of test/product/reimbursement (n=16)
	Efficacy (n=3)
	Instrument Connectivity and power (n=1)
	 Assay (n=7)

	Level of implementation in the healthcare system (n=15)
	Target population (n=14)
	Cost of test/product/reimbursement (n=2)
	Service maintenance and calibration requirements (n=1)
	Polydispersity index (PDI) (n=7)

	Repeatability, limit of detection (LOD), stability (n=15)
	Storage conditions and shelf life (n=12)
	Product presentation (n=2)
	Reagent kit transport stability/cold chain requirements (n=1)
	Indication (n=6)

	Instrument Connectivity and power (n=15)
	Container closure system (n=12)
	Safety (for individuals) (n=2)
	Presence of internal controls (n=1)
	Storage conditions and shelf life (n=6)

	Internal quality control (n=15)
	Pharmacokinetics (n=181)
	Pregnancy (n=2)
	Data export (e.g. for quality assurance purposes) (n=1)
	Purity/impurities (n=5)

	Service maintenance and calibration requirements (n=14)
	Clinical efficacy (n=10)
	Nr. Doses per Series (n=2)
	Throughput capacity (n=1)
	 Physical properties/attributes/description (n=5)

	Setting (n=13)
	(Drug-drug) Interactions (n=9)
	 Series (years of age) (n=2)
	Operating temperature (n=1)
	 Dissolution (n=5)

	Waste disposal requirements (n=12)
	Purity/impurities (n=9)
	 Stability/shelf life (n=1)
	Instrument size (portability) (n=1)
	Dosage type (n=5)

	Training and education needs (n=12)
	 Dissolution (n=8)
	Waste disposal requirements (n=1)
	Waste disposal requirements (n=1)
	Packaging (n=5)

	Required equipment and instrumentation (n=11)
	Formulations (n=7)
	Training and education needs (n=1)
	Sample type (n=1)
	Drug product quality attributes (n=5)

	Throughput capacity (n=10)
	Packaging (n=7)
	Ease of test performance/ease of administration (n=1)
	Sample volume (n=1)
	Dosage shape/appearance (n=5)

	Operating temperature (n=10)
	Dosage shape/appearance (n=7)
	Use-case scenarios (n=1)
	Training and education needs (n=1)
	 Identification (n=5)

	Sample volume (n=10)
	Efficacy (n=6)
	Target countries (n=1)
	Biosafety (n=1)
	(Alternative) device/methods of administration (n=4)

	Reagen kit transport stability/cold chain requirements (n=9)
	Mechanism of action (n=6)
	Immunogenicity (n=1)
	Regulatory requirements (n=1)
	Particle size (n=4)

	Biosafety (n=8)
	 Physical properties/attributes/description (n=6)
	(Drug-drug) Interactions (n=1)
	Storage conditions and shelf life (n=1)
	 Microbial limits/content (n=4)

	Analytical sensitivity and specificity (n=7)
	 Assay (n=6)
	Mass median aerodynamic diameter (MMD) (n=1)
	Operation conditions (n=1)
	Zeta potential (n=4)

	Reagent kit storage and stability (n=6)
	 pH (n=6)
	Liposome size (n=1)
	Route of administration (n=1)
	 pH (n=4)

	Data export (e.g. for quality assurance purposes) (n=6)
	Content uniformity (n=6)
	Yield (%) (n=1)
	(Detection) range (n=1)
	 Drug release (%) (n=4)

	Cost of instrumentation (n=6)
	Contraindications (n=5)
	Relative moisture content (%) (n=1)
	Precision (n=1)
	Target population (n=3)

	Type of analysis (qualitative, quantitative) (n=6)
	Dosage form design (n=5)
	 Age for first dose (n=1)
	Humidity (n=1)
	Dose regimen and amount (n=3)

	(test) Format (n=6)
	Dosage administration (n. per day) (n=5)
	Duration of dosing (n=1)
	Mass (n=1)
	Contraindications (n=3)

	Additional supplies (not included in the kit) (n=6)
	Particle size (n=5)
	Concomitant use (n=1)
	Data collection (n=1)
	Size (n=3)

	Data/result interpretation (n=6)
	 Microbial limits/content (n=5)
	Formulations (n=1)
	Durability (n=1)
	PK target safety (n=3)

	Reference standard (n=6)
	Rheological properties: Viscosity/stiffness (n=5)
	Product registration and WHO prequalification (n=1)
	Description of product (n=1)
	Residual solvent (n=3)

	Reading system (n=5)
	Description of product (n=4)
	Transmission blocking (n=1)
	Device design (n=1)
	Weight (n=3)

	Ease of test performance/ease of administration (n=5)
	Drug product quality attributes (n=4)
	Virulence (n=1)
	Device weight (n=1)
	Encapsulation efficiency (n=3)

	Sample collection (n=5)
	Susceptibility to loss of efficacy due to acquired resistance (n=4)
	Ease of production (n=1)
	Patient identification capability (n=1)
	z-average (nm) (n=3)

	Storage conditions and shelf life (n=5)
	 Identification (n=4)
	Safe to produce (n=1)
	Result output (n=1)
	Loading efficiency (n=3)

	Water supply/requirements (n=5)
	Zeta potential (n=4)
	Coadministration (n=1)
	Memory (n=1)
	 Solubility (n=3)

	User interface (n=4)
	Side effects/adverse reactions (n=4)
	Coverage against other strains of virus (n=1)
	Manufacturing standards (n=1)
	Cost of test/product/reimbursement (n=2)

	Treatment monitoring capacity (n=4)
	Rate of onset of action (n=3)
	
	Test cartridge: Analytes/test menu (n=1)
	Dosage administration (n. per day) (n=2)

	Number of steps by operator (n=4)
	(Alternative) device/methods of administration (n=3)
	
	Description of test cartridge/strip (n=1)
	Percentage friability (n=2)

	Reagent integration into consumable device (n=3)
	Polydispersity index (PDI) (n=3)
	
	Multiplexing of simultaneous tests (n=1)
	Drug loading (n=2)

	Instrument size (portability) (n=3)
	Homogeneity and tube uniformity (n=3)
	
	Additional third-party consumables (n=1)
	 In vitro release test/profile (n=2)

	Detection of mixed pathogens (n=3)
	 In vitro release test/profile (n=3)
	
	Interfering substances (n=1)
	Content uniformity (n=2)

	Regulatory requirements (n=3)
	Encapsulation efficiency (n=3)
	
	Standardization and traceability (n=1)
	Site of action (n=2)

	Multiplexing (n=3)
	Release profile (n=3)
	
	Test result (quantitative/qualitative) (n=1)
	Cell viability (n=2)

	Reagent/test preparation (n=3)
	 Drug release (%) (n=3)
	
	Distribution territory (n=1)
	Target user (n=1)

	Data output (n=3)
	Reagen kit transport stability/cold chain requirements (n=2)
	
	Packaging (n=1)
	Level of implementation in the healthcare system (n=1)

	Target molecule (n=3)
	Tolerability (n=2)
	
	
	Instrument Connectivity and power (n=1)

	Reproducibility near clinical threshold (n=3)
	Duration of dosing (n=2)
	
	
	Internal quality control (n=1)

	Result output (n=3)
	Product quality (n=2)
	
	
	Training and education needs (n=1)

	Data capture (n=3)
	PK target efficacy (n=2)
	
	
	Data output (n=1)

	Testing outcome (n=2)
	Percentage friability (n=2)
	
	
	Safety (for individuals) (n=1)

	 Stability/shelf life (n=2)
	Drug content (n=2)
	
	
	(Drug-drug) Interactions (n=1)

	External control (n=2)
	Product registration and WHO prequalification (n=2)
	
	
	Yield (%) (n=1)

	Ideal diagnostic marker (n=2)
	Disintegration (n=2)
	
	
	Mechanism of action (n=1)

	Presence of internal controls (n=2)
	Residual solvent (n=2)
	
	
	Posology (n=1)

	Ability to test for other diseases/multiuse platform (n=2)
	Weight (n=2)
	
	
	Therapeutic (antimalarial) effects (n=1)

	Operating altitude (n=2)
	Identity (n=2)
	
	
	Clinical efficacy (n=1)

	Reagent reconstitution (n=2)
	Isotonicity (n=2)
	
	
	Source DNA (n=1)

	In use stability (n=2)
	Proportional reduction in parasite load (n=2)
	
	
	Complexity (n=1)

	Language (n=2)
	(Relapse) prevention (n=2)
	
	
	Drive target locus (n=1)

	Pathogen identification (n=2)
	Product container type/size (n=2)
	
	
	Male competitiveness (n=1)

	Interfering substance (n=2)
	Oil globule size (n=2)
	
	
	Female fecundity (n=1)

	Data analysis requirements (n=2)
	Preservatives content (n=2)
	
	
	Strain maintenance (n=1)

	Kit configuration (n=2)
	Administration/ Concurrence with labelling (n=2)
	
	
	Drive inheritance (n=1)

	Process control (n=2)
	Drug delivery system/type (n=2)
	
	
	Efficacy (percent population carrying gene) (n=1)

	Hands on time (n=2)
	Osmotic pressure/osmolarity (n=2)
	
	
	Time to full introduction (n=1)

	PPVs and NPVs (n=2)
	Medication size/shape (n=2)
	
	
	Impact of resistant drive targets (n=1)

	Accuracy (n=2)
	Potency (n=2)
	
	
	Off-target drive effects (n=1)

	Packaging (n=2)
	Human abuse/dependence (n=2)
	
	
	Nontarget drive effects (n=1)

	Data storage (n=2)
	Site of action (n=2)
	
	
	Bioequivalence (n=1)

	Specimen location of preparation (n=1)
	Excipients compendial (n=2)
	
	
	Aerodynamic particles properties (n=1)

	Result determination (n=1)
	Water content (n=2)
	
	
	Alternative available dosage form (n=1)

	Diagnostic data reported (n=1)
	Molecular weight of Active Pharmaceutical Ingredient (API) (n=2)
	
	
	Cumulative drug release (n=1)

	Patient/case data reported (n=1)
	Log P (n=2)
	
	
	In vivo performance (n=1)

	Contextual data reported (n=1)
	Rheological properties: Yield stress (n=2)
	
	
	Pharmacopoeial compliance (n=1)

	Availability of ideal diagnostic marker (n=1)
	Warnings and precautions (n=2)
	
	
	Uniformity of dosage units (n=1)

	Cost of diagnosis per sample (n=1)
	Dose flexibility (n=2)
	
	
	Manufacturability (n=1)

	Instrument & test supply reliability (n=1)
	Patient acceptability (n=2)
	
	
	Identification of telmisartan (n=1)

	Test robustness requirements (n=1)
	Dose preparation/manipulation (n=2)
	
	
	Appearance and colour of pellets (n=1)

	Supply: channels to marker (n=1)
	Setting (n=1)
	
	
	Pellet size (n=1)

	Capacity for drug susceptibility testing (n=1)
	Overdose (n=1)
	
	
	Pellet shape (n=1)

	Technology/platform type (n=1)
	Target countries (n=1)
	
	
	Surface texture (n=1)

	Lighting of the operating environment (n=1)
	Pregnancy (n=1)
	
	
	Flowability and compressibility (n=1)

	Geographic working range (n=1)
	Mass median aerodynamic diameter (MMD) (n=1)
	
	
	Drug content (n=1)

	Type of test (n=1)
	Yield (%) (n=1)
	
	
	Algorithm access (n=1)

	Speed (n=1)
	Relative moisture content (%) (n=1)
	
	
	Algorithm content (n=1)

	Number of samples (n=1)
	Mass (n=1)
	
	
	Algorithm treatment recommendations (n=1)

	Timing of sampling (of the first posttreatment sample) (n=1)
	Distribution territory (n=1)
	
	
	Compatible POC/test tools (n=1)

	Other (n=1)
	Posology (n=1)
	
	
	Regulated toolkit components (n=1)

	Scale of manufacture (n=1)
	Therapeutic (antimalarial) effects (n=1)
	
	
	Compatible devices (n=1)

	Delayed entry (n=1)
	Use in patients with reduced G6PD activity (n=1)
	
	
	Compatible operating systems (n=1)

	Assay design (n=1) 
	Use in infants/children (n=1)
	
	
	Content transparency (n=1)

	Daily throughput (n=1)
	Dosage type (n=1)
	
	
	Algorithm validation (n=1)

	Walkaway operation (n=1)
	Bioequivalence (n=1)
	
	
	Machine learning (n=1)

	Software (n=1)
	PK target safety (n=1)
	
	
	Data input (n=1)

	Assay type (n=1)
	Manufacturability (n=1)
	
	
	Disease likelihood (n=1)

	Operation conditions (n=1)
	Flowability and compressibility (n=1)
	
	
	System validation (n=1)

	Shipping conditions (n=1)
	Dose Range (n=1)
	
	
	System access (public API) (n=1)

	Duration of valid result (n=1)
	Suitable pharmaceutical properties for intended market product (n=1)
	
	
	Context configuration (n=1)

	Cross-reactivity (n=1)
	Bacteriological efficacy (n=1)
	
	
	Customisation (n=1)

	Medical decision to be influenced (n=1)
	Ex vivo permeation (n=1)
	
	
	User access rights (n=1)

	Requirement for precise volume (sample / reagent) (n=1)
	Drug entrapment efficiency (n=1)
	
	
	Expert support (n=1)

	Test requirements (n=1)
	Infusion volume (deliverable) (n=1)
	
	
	Patient management recommendation (n=1)

	Cost of manufacturing single use device (n=1)
	Concentration after reconstitution (n=1)
	
	
	Navigation (n=1)

	Competitive landscape (n=1)
	Reconstitution time (n=1)
	
	
	Workflow requirements to enable time delayed POC data input (n=1)

	Commercial channels (n=1)
	Reconstitution (n=1)
	
	
	Task management (n=1)

	Region(s) of commercialisation (n=1)
	(Particle) aggregation (n=1)
	
	
	Follow-up (n=1)

	Market Segmentation (n=1)
	Process performance (n=1)
	
	
	System malfunction protection (n=1)

	Taxonomic diagnosis (n=1)
	Parasite-free (day 7) (n=1)
	
	
	Scalability (n=1)

	Rapidly assayed (n=1)
	Transmission blocking (n=1)
	
	
	Updates and versioning (n=1)

	Feasibility of assay (n=1)
	Bioavailability/food effect (n=1)
	
	
	Data capture (n=1)

	Invasiveness (n=1)
	Cells per product unit (n=1)
	
	
	Data validation

	Conserved (translational) across in vitro models, in vivo models, and humans (n=1)
	Product unit per dose (n=1)
	
	
	Data ownership (n=1)

	Time after overdose at which it is able
to predict the onset of organ injury (n=1)
	Cell density (n=1)
	
	
	Data storage (n=1)

	Signal to noise (n=1)
	Reserve stock (n=1)
	
	
	Data recovery

	Quantitative relationship with disease severity (n=1)
	Cryopreserved or fresh (n=1)
	
	
	Data flow (n=1)

	Distinguish benign and clinically relevant increase (n=1)
	Phase I–III specific lot size (n=1)
	
	
	Data reporting (n=1)

	Mediator of organ injury (n=1)
	Commercial lot size (n=1)
	
	
	Data provenance (n=1)

	Product presentation (n=1)
	Market size (n=1)
	
	
	Data dictionary (n=1)

	Target countries (n=1)
	Cell stability (n=1)
	
	
	Data security and privacy (n=1)

	Funding/IP global issues (n=1)
	Rheological behaviour (n=1)
	
	
	Dose Range (n=1)

	Safety (for individuals) (n=1)
	Mucoadhesion time (n=1)
	
	
	Palatability (n=1)

	(Detection) range (n=1)
	Lipid-polymer hybrid nanoparticles (LPNs) size ratio (n=1)
	
	
	Additional information (n=1)

	Test cartridge: Analytes/test menu (n=1)
	Bioadhesion/retention (n=1)
	
	
	Number of compounds in the regimen (n=1)

	Test result (quantitative/qualitative) (n=1)
	Spreading (n=1)
	
	
	Availability of DST for the index case (if known) (n=1)

	Compatible POC/test tools v
	Medication colour (n=1)
	
	
	Product presentation (n=1)

	In-app help (n=1)
	Applicator (n=1)
	
	
	Product registration and WHO prequalification (n=1)

	Compatible devices (n=1)
	Rheology (n=1)
	
	
	Disintegration (n=1)

	Data input (n=1)
	Odour (n=1)
	
	
	Tensile strength (n=1)

	User access rights (n=1)
	Unit dose (n=1)
	
	
	Drug entrapment efficiency (n=1)

	Service & support response time (n=1)
	Visual defects (n=1)
	
	
	(Particle) aggregation (n=1)

	Data ownership (n=1)
	Pharmaceutical ingredient (%) (n=1)
	
	
	Drug delivery system/type (n=1)

	Data flow (n=1)
	Crushing resistance (n=1)
	
	
	In vivo absorption (n=1)

	Data exchange standards (n=1)
	Kinetic drug release (n=1)
	
	
	Osmotic pressure/osmolarity (n=1)

	Data security and privacy (n=1)
	 Floating lag time (n=1)
	
	
	Lysophospholipid (n=1)

	Handling of intermittent connections (n=1)
	Symptoms reduction (n=1)
	
	
	F0 (n=1)

	Product registration and WHO prequalification (n=1)
	Cognitive restraint (n=1)
	
	
	Odour (n=1)

	Marketing material allowed (n=1)
	Restoration of healthy eating patterns (n=1)
	
	
	Release profile (n=1)

	Product container type/size (n=1)
	Reduction of body weight (n=1)
	
	
	 Floating lag time (n=1)

	Administration/ Concurrence with labelling (n=1)
	Weight loss effect (n=1)
	
	
	Freedom to operate (n=1)

	Need for monitoring (n=1)
	Increasing satiety (n=1)
	
	
	Gene silencing efficiency (n=1)

	Polyvalency (n=1)
	Pharmacological tolerance (n=1)
	
	
	Toxicity (n=1)

	Lancet (n=1)
	Psychological/physical dependence (n=1)
	
	
	Physical state (n=1)

	Transfer device (n=1)
	Controlled drug (n=1)
	
	
	Degradation products (n=1)

	
	Microbiologic efficacy (n=1)
	
	
	Water content (n=1)

	
	Drug concentration (n=1)
	
	
	(Intermediate step) critical features/quality attributes (n=1)

	
	Dilution (n=1)
	
	
	Rheological properties: Viscosity/stiffness (n=1)

	
	Freedom to operate (n=1)
	
	
	Product/pharmaceutical form (n=1)

	
	Intellectual property (n=1)
	
	
	Fibre diameter (n=1)

	
	Equipment needed for manufacture (n=1)
	
	
	Fibre quality (n=1)

	
	Product processing time (n=1)
	
	
	Porosity (n=1)

	
	z-average (nm) (n=1)
	
	
	Surface tension (n=1)

	
	Molecule loading
	
	
	Electroconductivity (n=1)

	
	Frequency of discontinuation during therapy (n=1)
	
	
	Density (n=1)

	
	Frequency of significant irreversible adverse events (n=1)
	
	
	Instrument type (n=1)

	
	Protection from reinfection (n=1)
	
	
	Speed of high speed homogenizer (n=1)

	
	Special populations (n=1)
	
	
	Amount of surfactant (stabilizer) (n=1)

	
	Adjunct treatment (n=1)
	
	
	Crystallinity of drug (n=1)

	
	Need for screening (n=1)
	
	
	Drug permeability study (n=1)

	
	Need for monitoring (n=1)
	
	
	Skin penetration (n=1)

	
	Need for booster (n=1)
	
	
	EE (n=1)

	
	Expected financing source (n=1)
	
	
	Turbidity (n=1)

	
	Taste (n=1)
	
	
	Structure (n=1)

	
	(Intermediate step) critical features/quality attributes (n=1)
	
	
	Application method (n=1)

	
	Polymorphism (n=1)
	
	
	Expected performance (n=1)

	
	 Solubility (n=1)
	
	
	Nontarget organisms and environmental risk Assessment (n=1)

	
	Rheological properties: Storage modulus (n=1)
	
	
	Challenges/risks (n=1)

	
	Rheological properties: G” (loss modulus) (n=1)
	
	
	 Adhesion (n=1)

	
	Rheological properties: LVR region (linear viscoelastic region) (n=1)
	
	
	Transfection efficiency (n=1)

	
	Volatile materials content (n=1)
	
	
	Cell cytotoxicity (n=1)

	
	Sterility (n=1)
	
	
	Splice correction (slope) (n=1)

	
	Crystallinity of drug (n=1)
	
	
	 Phase separation under mechanical stress (n=1)

	
	Heavy metals (n=1)
	
	
	

	
	Key statement (n=1)
	
	
	

	
	Reversibility (n=1)
	
	
	

	
	Boxed warning (n=1)
	
	
	

	
	Nonclinical toxicology (n=1)
	
	
	

	
	Clinical studies (n=1)
	
	
	

	
	Value proposition (n=1)
	
	
	

	
	Study design (n=1)
	
	
	

	
	Patents and exclusivities (n=1)
	
	
	

	
	Patient share (n=1)
	
	
	

	
	Product valuation (n=1)
	
	
	

	
	Ejection force (n=1)
	
	
	

	
	Tablet strength (n=1)
	
	
	

	
	Empty capsid (n=1)
	
	
	

	
	Replication-competent adeno-associated virus (n=1)
	
	
	

	
	 Adhesion (n=1)
	
	
	

	
	Mechanical strength (n=1)
	
	
	

	
	Spectrum of activity (n=1)
	
	
	

	
	Convenience (n=1)
	
	
	

	
	Crystalline shape (n=1)
	
	
	

	
	Contact angle (n=1)
	
	
	

	
	Patient age (n=1)
	
	
	

	
	Patient access (n=1)
	
	
	

	
	Pain (n=1)
	
	
	

	
	Target user (n=1)
	
	
	




Table S6: List of categories of TPP features. Each category contains a number of features (e.g., “scope” can contain features like indication, target population, target user, level of healthcare system implementation).

	Category
	Number of mentions in TPPs

	Scope
	19

	[bookmark: _Hlk153983231]Operational characteristics
	13

	Performance characteristics
	10

	Pricing/cost
	4

	[bookmark: _Hlk153983295]Test characteristics
	2

	Test performance
	2

	Drug-related characteristics
	2

	Product-related characteristics
	2

	Test procedure
	2

	Data output
	2

	Device characteristics
	1

	Test cartridge/strip
	1

	Process of production
	1

	Patient access/commercialisation
	1

	Legal-related characteristics
	1

	Accessibility 
	1

	Manufacturing-related characteristics
	1

	Miscellaneous characteristics
	1

	Level of health care setting
	1

	healthcare system needs
	1

	Target user
	1

	Diagnosis moment
	1

	Technical specification
	1

	Reproducibility
	1

	Market overview
	1

	Patient/population needs
	1

	Regulatory needs
	1

	Commercial and sustainability needs
	1

	Scope of toolkit components
	1

	Clinical decision support algorithm,
	1

	Point of Care (POC) 
	1

	App
	1

	System components
	1

	Functional requirements
	1




Table S7: Description of categories of TPP features.
	Number of categories
	Description of categories
	Number of publications

	3
	Scope, performance, operational characteristics
	4

	
	Scope, device characteristics, test cartridge/strip
	1

	
	Scope, test characteristics, operational characteristics
	1

	
	Scope, test characteristics, test performance
	1

	
	Process of production, drug-related characteristics, product-related characteristics
	1

	4
	Scope, performance characteristics, operational Characteristics, pricing
	3

	
	Scope, performance characteristics, operational characteristics, patient access/commercialisation
	1

	
	Drug-related characteristics, product-related characteristics, legal-related characteristics, manufacturing-related characteristics
	1

	5
	Scope, performance characteristics, operational characteristics, cost characteristics, miscellaneous characteristics
	1

	
	Scope, level of health care setting, target user, diagnosis moment, operational characteristics
	1

	
	Scope, technical specification, reproducibility, operational characteristics, market overview
	1

	
	Scope, patient/population needs and performance characteristics, regulatory needs, healthcare system needs, commercial and sustainability needs
	1

	
	Scope, performance characteristics, test procedure, operational characteristics, pricing 
	1

	6
	Scope, test performance, test procedure, test results, consumables, operational characteristics
	1

	
	General scope, scope of toolkit components, clinical decision support algorithm, POC, app, data
	1

	7
	Scope, system components, functional requirements, operational requirements, data characteristics, performance requirements, pricing and accessibility
	1

	NA
	NA
	117

	Total
	
	138










Table S8: Overview of the consensus approaches used in TPP development.

	Consensus approach
	Authors
	Year
	Method/Tools

	Formal
	Adepoyibi et al.
	2018
	Online survey, max-trade-off method.

	
	Cruz et al.
	2019
	Expert meetings, online survey, 5-point Likert scale to decide on the TPP features.

	
	Dailey et al.
	2019
	Delphi-like process.

	
	Kadam et al.
	2020
	Delphi-like survey process, Likert scale.

	
	Mather et al.
	2019
	Delphi process, online survey, Likert scale.

	
	Németh et al.
	2020
	LeanQbD software, Pareto diagrams.

	
	Nsanzabana et al.
	2018
	Consensus on TPP features.

	
	Pallagi et al.
	2019
	Ishikawa diagram to visualise TPP features.

	
	Chua et al.
	2017
	Consensus on TPP features.

	
	Denkinger et al.
	2015
	Consensus on TPP features, Delphi-like process.

	
	Donadeu et al.
	2017
	Consensus meetings.

	
	Lim et al.
	2018
	Consensus on TPP features.

	
	Pal et al.
	2016
	Survey.

	
	Toskin et al.
	2017
	Delphi process.

	Formal and informal
	Alonso-Padilla et al.
	2020
	Face-to-face meetings, email surveys, Use-case scenarios for each of the test features.

	
	Denkinger et al.
	2015
	Observations from national tuberculosis programs and surveys, market analysis, surveys, mathematical models were used, landscaping using FIND unpublished data where available to support decision making around optimal test characteristics.

	
	Dittrich et al.
	2016
	Delphi approach, face-to-face interviews.

	
	Gal et al.
	2018
	Quantitative and qualitative, online survey, workshops and in-person meetings.

	
	Jaffar et al.
	2022
	7-stage process: stages: (1) establishment of QTPP list based on publicly available information, (2) the identification of product quality attributes (QAs) and determination of their specifications based on the existing knowledge and initial analyses of several lots of Keytruda, (3) the determination of product CQAs using QbD risk assessment tools Risk Ranking & Filtering (Tool 1) and Preliminary Hazards Analysis (Tool 2), according to the instructions of ICH Q9 guideline; (4) prior knowledge-based identification of input process parameters (iPPs) and their impacts on CQAs and output process parameters (oPPs) to establish the manufacturing process and control strategy; (5) process evaluation via screening experiments to identify the CQAs that need to be controlled via optimization of their critical process parameters (CPPs); (6) optimization of CPPs to define their optimal design space for CQAs control; and (7) manufacturing process validation and risk acceptance upon the final repeat of risk assessment.

	
	Lewin et al.
	2021
	Virtual meetings, email correspondence, interviews. In parallel, and a Delphi process through online surveys.

	
	Pellé et al.
	2020
	Delphi process, online survey, Likert scale, in-person meetings.

	
	Reipold et al.
	2017
	Key stakeholders mapping, Informal priority-setting exercise with key experts, Defining the key TPP domains, Delphi-like process, Likert scale.

	
	Saydam and Takka
	2018
	Step-by-step risk analysis methods (qualitative and semi-quantitative).

	
	Vetter et al.
	2021
	Delphi process, online survey, Likert scale, semi-structured qualitative interviews, virtual meetings.

	
	Ding et al.
	2017
	Iterative and consensus-decision-making process, expert meetings, online survey.

	Informal
	Bengtson et al.
	2020
	Stepwise approach using design-thinking principles, gigamaps (large and information-dense diagrams that act as a bridge between inquiry, design, and implementation), visual depictions of the patient journeys, creation and validation of use Case Scenarios.

	
	Fongwen et al.
	2021
	Face-to-face consultations, online meetings, semi-structured interviews with experts’ meetings.

	
	Walsh et al.
	2022
	Virtual meetings.

	
	Wyber et al.
	2016
	Expert meetings, email correspondence to choose key features.

	
	Ebels et al.
	2014
	Field research, interviews.



Table S9: Overview of the involved experts and their fields of expertise. TB: Tuberculosis; NGOs: non-governmental organizations; MOH: medical officer of health; PPP: public-private partnership;
	Authors
	Year
	Experts

	Adepoyibi et al.
	2018
	National TB Program Managers, laboratory personnel, donors, technical experts (including government, partner organizations, United Nations agencies), project managers/coordinators, and researchers.

	Alonso-Padilla et al.
	2020
	Expert clinicians working with patients, researchers working in academia, and specialists in industry and product development partnerships (PDPs).

	Bengtson et al.
	2020
	Health care providers in the field and scientific researchers.

	Cruz et al.
	2019
	Academics, researchers, international NGOs, international organisations, international PDP, MOH, National programs.

	Denkinger et al.
	2015
	WHO, researchers, clinicians, policy makers (global and national), and test developers.

	Dittrich et al.
	2016
	World Health Organization (WHO), ReAct–Action on Antibiotic Resistance, Médecins sans Frontières (MSF) Access Campaign and the Foundation for Innovative New Diagnostics (FIND).

	Fongwen et al.
	2021
	Partnership for Dengue Control and the Global Dengue, The International Diagnostics Centre (IDC) at the London School of Hygiene and Tropical Medicine (LSHTM).

	Gal et al.
	2018
	Primary care clinicians, microbiologists, scientists (molecular microbiology, chemistry, and physics), diagnostic market experts and test developers from academia and industry (European Federation of Pharmaceutical Industries and Associations (EFPIA)) in Europe.

	Kadam et al.
	2020
	Clinical practice, clinical research, diagnostic product development.

	Lewin et al.
	2021
	Academia, civil society, industry, regulatory, health care providers, funders, stakeholders from implementation fields.

	Mather et al.
	2019
	Clinical medicine, laboratory medicine, microbiology, diagnostics, public health, and global health.

	Nsanzabana et al.
	2018
	Academic institutions, public health institutions and industry.

	Pellé et al.
	2020
	Academics, industry, private and public sectors.

	Reinhard-Rupp and Klohe
	2017
	Experts from WHO, academics, PPP (Merck, Lygature, Astellas Pharma, Swiss TPH, Farmanguinhos, Simcyp, SCI).

	Reipold et al.
	2017
	In vitro diagnostics industry or product development partnerships/technical agencies/researchers, advocacy organizations, pharmaceutical industry, implementers/clinicians, national hepatitis programmes, international bodies, and consultants.

	Vetter et al.
	2021
	Clinicians, researchers, laboratory experts, public health experts, procurer of POC.

	Walsh et al.
	2022
	WHO experts, stakeholders from Medicines for Malaria Venture, PENTA Foundation, St George’s University, UK, and the Bill and Melinda Gates Foundation.

	Wyber et al.
	2016
	Clinicians.

	Ebels et al.
	2014
	Researchers, policymakers, manufacturers, and strategists, program personnel (persons who are working in or with the public health system to implement malaria strategies but who do not directly see patients or handle diagnostic tests), end users.

	Chua et al.
	2017
	Public health experts, scientific community.

	Denkinger et al.
	2015
	Researchers, clinicians, policy makers, test developers, and funders.

	Ding et al.
	2017
	Experts from academic research institutions, national malaria control programmes, the WHO Global Malaria Programme, and WHO.

	Donadeu et al.
	2017
	Diagnostics manufacturers, NGOs, industry, academia, research organisations/government agencies.

	Lim et al.
	2018
	Researchers, WHO, implementers, regulators.

	Pal et al.
	2016
	Diagnostic test end users from the armed forces.

	Solomon et al.
	2012
	Disease experts, laboratory and field scientists, authorities on diagnostics, control programme managers, mathematical modellers, and health economists.

	Toskin et al.
	2017
	Representatives from the companies/developers of interest.
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