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1 Why should we have a balanced BS
|@T@

. . . . 1 Not gnly to ensure fai.r & equitgblle. i
Criteria for balanced benefit-sharing  ismsevests i s,

| benefits (through access to and
 utilisation of mgr) which can then be
1shared In order to balance BS, we
need tnnopcidar a_nuimboc af alamante. |

Elements to consider:

« Size and timing of benefits accrued by user(s)

« Cost and burden of benefit-sharing to the user

« Burden of benefit-sharing to the regulator — institutional cost
* Who are the beneficiaries?

 How many beneficiaries are there?

* Impact of benefit-sharing on the beneficiary

« Timing of the transaction
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1 Funnel — many thousands of compounds
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° ° ° ° lenter at the discovery phase of the |
B I O | S C Ove ry p I p e I n e 1 pipeline, with very few successfully |
1developed into commercial products. |

IThe LENGTH of this pipeline (in years)

|var|es according to target market; will |

1be far longer for pharma (at least 10 |

I

I

:years normally) compared to
Phase | )_’ Phase Il »  Phaselll = FDAreview | L~oematics —nidrocantical ocind bintach _

| Discovery =# Pre-clinical =

:High-thrnughputI Laboratory & 20-100 volunteers: : 100-500 volunteers: | 1,000-1,500 volunteers:

| | |
| | | |
. : screening : animal testing : safety & dosage : efficacy & side-effects : long-term use study :
- T T T T T
§~' | | | [
| | | |
' : VA costitrial I :
| | | |
| | |
| |
10,000 250 ; ] »

T | i 40-60% success rate 580-400-10° é
. N : IW% / £0-80% succe557
Sampling in ABNJ | 4////////////////
—5 years — bl 2years —wle—15 years — b 2years — w15 years — years —!

Universities Large companies

Universities and SME’s

Scientific knowledge & data

‘Potential’ value Actual value
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1 Inclusivity of developing (or EMERGING |
1MGR) States in the access (through
1CB & TT) and utilization of MGR

Mare geneticum Al U

1ta potential workable solution that fits |
1these criteria and are published in the |
1 paper called ‘Mare Geneticum’

Requirements: S i
* Inclusivity of developing states

* Facilitated access for the scientific community
 Legal certainty, predictability and stability for industry

« Enforceability for the regulator
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1 Obligatory Prior Electronic Notification |
1@ as mentioned in the President’s aid |

I\/l a re g e n et | C u m i ;onditional access — not necessarily i

Isome conditions/ requirements and

irestrictions (e.g. deposit in collection?) |
1 Embargo period — to enable scientists/ |
:private sector to develop R&D results |

Access: T :
* Online notification system: OPEN

* Free but conditional access

 Embargo period
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1 But not necessarily mandatory sharing |
16 ‘value-

I\/I a re e n et I C u m 1added’ data (could be encouraged but i
g inot mandatory, otherwise risk |

1deterring private sector) |

1If it is decided during negotiations that |

| ngbenefit-sharing should be requested, :
1then this should be at the point of

B e n efl t' S h a r| n g Lcommercialization and it §no_ULd_:aJ§o_Qe_:
« Mandatory deposit of material in biorepositories

* Mandatory sharing of meta data and raw data (including
GSD)

 Possibility of extending embargo period in return for a fee

* If monetary benefits are requested: at the point of
commercialization, and not negotiated
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1developed into commercial products. |

:The LENGTH of this pipeline (in years) |

1varies according to target market; will |

1be far longer for pharma (at least 10 |

I
I

'years normally) compared to
|Dis|:u\.rery == Pre-clinical = Phase| )—b Phase I #  Phaselll = FDA review | Lrocmatics _nuitracantical ocind bistach _

: High-throughput Laboratory & 20-100 volunteers: : 100-500 volunteers: | 1,000-1,500 volunteers:

| | | |
| | | |
. : screening : animal testing : safety & dosage : efficacy & side-effects : long-term use study :
NG | | ' : :
: : ¢ Compaurds : :
' : VA costitrial I :
| | | |
| | |
| |
10,000 250 ; ] »

; 3 : 80-400-10° /
== TR : : A UEEESS e | % ED-BSD% SUCCESS rate%
Sampling in ABNJ ; b i,

—5 years — bl 2years — 15 years — 2years — 35 years —— years —!

Scientific knowledge & data

Commercial

l - Embargo period (fee) ‘ l

Depositin biorepository Sharing of MGR data Monetary BS ?
Sharing of metadata
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1 Obligatory Prior Electronic Notification
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g : Conditional access — not necessarily
o ;]
- 'some conditions/ requirements and
od : P P irestrictions (e.g. deposit in collection?)
2 Submit OPEN Update OPEN < ) I Embargo period — to enable scientists/
‘&’ :private sector to develop R&D results
E L e o e e e e e e
—— > Identification ‘
B ’\
> — DNA sequencing 1, Transfer to — Commercialisation
E ) | ! subsequent user
= R&D plan — Sampling ——
&’ —» Biochemical analysis v
\—i . Change in
) ) ‘ intended use
» Transfer to biorepository
|
g Global access to material v
5 Potential monetary
L . : benefit sharin
v Sharing of metadata Sharing of sequence data g
- Sharing of biological data Sharing of biochemical data
2 | ~ (Embargo
m ! -
(73] Extension fee)
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Thank you!

Contact: thomas.vanagt@abs-int.eu
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