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Supplementary Table S1: Critical task list
	Potential harm
	Severitya
	Risk associated to the task

	Aggravation of injury
	Minor
	Injection in site with moles, scar tissue, reddened skin or skin that feels bumpy

	Any harm
	Severe
	An untrained patient may use the syringe, user does not remove the IFU from the box

	High pain
	Minor
	Injection in inappropriate site

	Increased risk of adverse event
	Minor
	Risk of overdose

	Increased risk of adverse event or reduced efficacy regularly
	Minor
	User could inject too much or too little

	Infection of the injection site
	Minor
	The pre-filled syringe could be contaminated.
Contamination of the injection site before injection

	Intoxication from degradation of the product
	Minor
	User injects an expired product.
A drug with a suspected discolouration could be injected.

	Patient is not treated once
	Minor
	User is not able to remove the syringe from the tray

	Patient is not treated regularly
	Critical
	User is not able to inject, the injection force is too high.
User could think the syringe is an auto-injector and does not know or understand the need to remove the needle cap

	Reduced efficacy regularly
	Critical
	The dose may be frozen regularly


	Reduced efficacy regularly
	Minor
	User pinches the skin instead of flattening it.
A perpendicular angle was not used for injection.
The needle is not fully inserted.
It is difficult for user to push the plunger.
User rubs or massages injection site instead of applying a gauze pad

	Skin/tissue damage
	Minor
	Repeated injection in the same location

	Transmission of bloodborne pathogens
	Severe
	The syringe is used whilst the safety system is damaged. Needle contaminated by use, did not retract after use.
User places only pouch in the refrigerator without the IFU and the box. The prefilled syringe could be used with safety system damaged.
Could damage the syringe, preventing needle retraction after use.
Dose is re-used many times on different patients.
The user does not give a final push and the safety system is not triggered


aClassification of severe is when a task could result in patient death; critical is when a task could result in an injury or impairment that requires medication intervention; minor is when and injury or impairment does not require medication intervention. IFU, instructions for use.

Supplementary Table S2: Formative Study 1 and 2* participant demographics
	
	HCPs
(n=27)
	GEP-NET group
(n=15)
	Acromegaly group
(n=29)

	Gender
 Male
 Female
	Not asked
	
8
7
	
17
12

	Age 
 18–34
 35–60
 60+ 
Unknown
	Not asked
	
0
2
7
6
	
2
7
7
13

	Previous injection experience 
	27
	2
	6

	Previous experience with lanreotide autogel/depota
	25
	3
	13


*Participants in Formative Study 2 also participated in Formative Study 1.
aParticipants were asked: have you ever used a product called Somatuline® autogel/depot (lanreotide)? Have you ever used any other types of somatostatin therapies? If so, which one? 
HCP, healthcare professional; GEP-NET, gastroenteropancreatic neuroendocrine tumours. 



Supplementary Table S3: Formative Study 3 participant demographics
	
	HCPs
(n=39)
	GEP-NET group
(n=6)
	Acromegaly group
(n=3)

	Gender
 Male
 Female
	Not asked
	
4
2
	
1
2

	Age 
 18–34
 35–60
 60+ 
	Not asked
	
1
2
3
	
0
3
0

	Previous injection experience 
	39
	3
	0

	Previous experience with lanreotide autogel/depota
	32
	4
	0


aParticipants were asked: have you ever used a product called Somatuline® autogel/depot (lanreotide)? Have you ever used any other types of somatostatin therapies? If so, which one?            
HCP, healthcare professional; GEP-NET, gastroenteropancreatic neuroendocrine tumours. 



Supplementary Table S4: Formative Study 4 participant demographics
	
	HCPs
(n=8)
	GEP-NET groupa
(n=5)
	Acromegaly groupb
(n=6)
	Caregiversc

(n=7)

	Gender
 Male
 Female
	
3
5
	
2
3
	
4
2
	
3
4

	Age 
 18–34
 35–60
 60+ 
	
5
2
1
	
1
4
0
	
1
3
2
	
0
6
1

	Handedness
 Right
 Left/ambidextrous
	
7
1
	
5
0
	
4
2
	
6
1

	Hand sized
 Very small
 Small
 Average
 Large
 Very large
	
0
1
6
1
0
	
2
3
0
0
0
	
0
0
0
2
4
	
2
2
3
0
0

	Previous injection experience 
	8
	5
	6
	7

	Previous experience with lanreotide autogel/depote
	5
	00
	1
	0


aRepresentative patients with GEP-NETs (n=5). bIncludes patients with acromegaly (n=2) and representative patients with acromegaly (n=4). cIncludes actual caregivers (n=3) and representative caregivers (n=4). dParticipants subjectively provided hand size.              eParticipants were asked: have you ever used a product called Somatuline® autogel/depot (lanreotide)? Have you ever used any other types of somatostatin therapies? If so, which one? 
HCP, healthcare professional; GEP-NET, gastroenteropancreatic neuroendocrine tumours. 


Supplementary Table S5. HCP misuses in critical tasks during the validation study
	Critical task key
	Untrained HCPs (n=19)
	Trained HCPs (n=16)

	FTT: flatten injection area
	
	

	GRY: inspect the pre-filled syringe visually for particulate matter and discoloration
	
	

	DDD: if the prefilled syringe is dropped or damaged, do not use or call Ipsen Information Service
	
	

	IFU: store, locate and read IFU prior to use
	
	

	EXP: check expiry date has not passed
	
	

	IST: select injection site
	
	

	DRP: do not drop/know not to use if dropped
	
	

	REF: know to store product in refrigerator
	
	

	KTE: know to check date of the injection is as prescribed
	
	

	HCP: know that the syringe should be used by a HCP onlya
	
	

	ALT: alternate the injection site between right and left side each time
	
	

	CLN: avoid area with moles, scar tissue, reddened skin, or skin that feels bumpy
	
	

	GAZ: applies gauze pad after injection
	
	


aUSA only; in Europe, patients can self-inject. HCP, healthcare professional; IFU, instructions for use.
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